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NEW ACTIVE INGREDIENT {a.i.) OR FIRST FOOD USE OF OLD a.i. 
REGISTRATION APPLICATION CHECKLIST 

Name of active ingredient: ---------------

EPA File Symbol/Reg. No. of product reviewed: -------

Date: _____ _ 

Note: If a section is not applicable to the application you are reviewing, write N/A. 

NEW ACTIVE INGREDIENT SCREEN {ADMINISTRATIVE) 

Did the application pass front end and PR Notice 86-5 screens? 
If yes, enter into OPPIN, and proceed to do the RAL (PM) screen 
If no, transfer deficient data to Team Leader Q! write to the 
registrant regarding deficiencies. 

NEW ACTIVE INGREDIENT SCREEN (RALISCIENCE) 

1. Is the Application Form dated, signed and complete including: 
a) package size and type? 
b) CRP certification? 

2. Has the biochemical classification committee made a decision on 
classification and/or data requirements? 

YES NO 

YES NO 
YES NO 
YES NO 

YES NO 

3. Is proposed use a food or feed use? YES NO 
If yes, is there a petition for residue tolerance or exemption? 
(refer tO tolerance petition checklist) 
If no, contact the applicant and indicate that the application is 
incomplete without a petition. 

4. Have tolerance petition fees been duly paid? YES NO_ 
If yes, refer to the tolerance petition checklist 
If no, wait for the fees to be deposited before putting data into review. 

5. Are all data requirements, as listed in 40 CFR adequately addressed? YES NO 
If Yes, inform the registrant about the screen outcome, prepare a 
Notice of Receipt in the Federal Register for the section 3 product 
application(s), and proceed to send the data for review. 
If No, write to the registrant regarding deficiencies. 

Note: Do not publish Notice of Receipt or Notice of Filing until after the package passes new 
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chemical screen 

DATA REVIEW 

1. Data segregated according to discipline YES NO 

2. Data package bean sheets created in OPPIN for each discipline YES NO 

3. Adequate instructions written in bean sheet for science reviewer YES NO 

4. Efficacy data needed for public health uses YES NO 

RAL PRELIMINARY DECISION 

0 Look over science reviews YES NO 0. 

4. Additional data needed; if so, request it in a letter YES NO 

5. Label review 

a) Agree with current Label Review Manual YES NO 

b) Acute toxicology, product chemistry, and 
efficacy data examined for labeling YES NO 

c) Nominal concentration of a.i.listed in 
ingredients statement (chemist's responsibility) YES NO 

d) Storage and disposal instructions agree with container 
types listed on application form YES NO 

e) Directions for use agree with container sizes on application form YES NO 

6. Confidential Statement of Formula review. 

a) Completely filled out including pH, flashpoint, YES NO 
flammability, etc., if applicable 

b) Totals are accurate (everything adds up to 1 00%) YES NO 

c) Certified limits agree with 40 CFR 158.175 or 5 batch analysis YES NO 

d) PC codes assigned on CSF for inerts and 40 CFR 180.1 001 c, d, or e 
codes noted for products that have food or feed uses YES NO 

e) No inerts on list 1 present YES NO 
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I) CSF is signed (original) and dated YES NO 

7. Prepare a Biopesticide Registration Action Document (BRAD) 

a) Review public comments in response to tolerance petition, Notice of Filing FR 
Notice and Application Receipt FR Notice 

b) Write Biopesticide Registration Action Document (BRAD) using the following 
format: 

I. Executive Summary 

A. IDENTITY 
B. USE/USAGE 
C. RISK ASSESSMENT 
D. DATA GAPS I LABELING RESTRICTIONS 

II. Chemical Overview 

A. ACTIVE INGREDIENT OVERVIEW 
B. USE PROFILE 
C. ESTIMATED USAGE 
D. DATAREQUIREMENTS 
E. REGULATORYHISTORY 
D. FOOD CLEARANCES/TOLERANCES 

III. Science Assessment 

A. PHYSICAL/CHEMICAL PROPERTIES ASSESSMENT 
1. Product Identity and Mode of Action 
2. Food Clearancesffolerances 
3. Physical and Chemical Properties Assessment 

B. HUMAN HEALTH ASSESSMENT 
1. Toxicology Assessment 

a. Acute Toxicology 
b. Subchronic and Chronic Tests· 
c. Effects on Immune and Endocrine Systems 

2. Dose Response Assessment 
3. Dietary Exposure and Risk Characterization 
4. Occupational, Residential, School and Day care Exposure and Risk 

Characterization 
5. Drinking Water Exposure and Risk Characterization 
6. Acute and Chronic Dietary Risks for Sensitive Subpopulations 

Particularly Infants and Children 
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7. Aggregate Exposure from Multiple Routes Including Dermal, Oral, 
and Inhalation 

C. ENVIRONMENTAL ASSESSMENT 
1. Ecological Effects Hazard Assessment 
2. Environmental Fate and Ground Water Data 
3. Ecological Exposure and Risk Characterization 

D. EFFICACYDATA 

IV. Risk Management Decision 

A. DETERMINATION OF ELIGIBILITY FOR REGISTRATION 
B. REGULATORY POSITION 

1. Conditional/Unconditional Registration 
2. Tolerance Reassessment 
3. CODEX Harmonization 
4. Nonfood Registrations 
5. Risk Mitigation 
6. Endangered Species Statement 

C. LABELING RATIONALE 
1. Human Health Hazard 

a. Worker Protection Standard 
b. Non-Worker Protection Standard 
c. Precautionary Labeling 
d. Spray Drift Advisory 

2. Environmental Hazards Labeling 
a. End-Use Product Environmental Hazards Labeling 
b. Manufacturing-Use Product Environmental Hazard Labeling 

D. LABELING 

e) Public Interest Finding (if a Conditional registration) 

VI. Actions Required by Registrants 

................ end of BRAD outline ................... .. 

6. 

7. 

8. 

Prepare Plain English Fact Sheet (PEF) - Have the PEF 
Coordinator sign-off on the "final" PEF. {Alan Reynolds will 
sign-off if Barbara is not available.) Attach to PEF a Buck Slip 
with the sign-off. Send electronic version ofPEF to PEF Coordinator. 

Prepare Final Rule for tolerance establishment 
(refer to tolerance petition checklist) 

Route both Biopesticide Registration Action Document (BRAD) 
and draft Final Rule for science Reviewers, OGC, 

YES NO 

YES NO 

YES NO 

5



9. 

10. 

11. 

12. 

concurrence (Note: OGC has two weeks to review) 

Prepare Decision Memorandum from Division 
Director To Deputy Office Director for signature 

Send the whole package containing: DECISION 
MEMORANDUM, concurrence sheet, draft label(s), 
PEF, and BRAD for Branch Chief & DD concurrence, 
and DOD's signature 

DOD signs off on Biopesticide Registration Action Document 
and Final Rule; Final Rule published 

Prepare Notice of Registration for DD's signature 
(This step can proceed before actual publication affinal rule.) 

YES NO 

YES NO 

YES NO 

YES NO 

13. 30 Day Comment Period: Have the risk assessments been placed on the web for public 
comment for 30 days 

Post Registration Activities 

1. 

2. 

3. 

4. 

5. 

Inform PEF Coordinator that Registration has been issued and 
provide any changes to PEF from management review. PEF 
Coordinator will forward revised PEF to WebMaster for 
posting on the Website and will post PEF in share directory. 

Stamp labels when Reg Notice is signed (Note: Be sure 
not to obliterate any part of the label text with stamp; 
only use "white" space.) 

Mail Reg Notice and stamped label to registrant. Also, 
send copies of reviews and BRAD (with notice about checking 
for CBI before posting of BRAD on BPPD's Webpage) to registrant 

Prepare and submit a "Weekly Report" item. 

Prepare FR Notice announcing registration of new a.i. registration. 

YES NO 

YES NO 

YES NO 

YES NO 

YES NO 

YES NO 
(Send to the FR Staff an electronic file of Registration Approval Notice.) 

6. Once registrant has agreed, post BRAD to BPPD's User YES NO 
Share and send electronic version of cleared BRAD to BPPD 
WebMaster for posting on the BPPD Website. 

7. Close all records in OPPIN YES NO 
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8. 

9. 

10. 

II. 

12. 

File administrative materials, reviews, BRAD, PEF, 
Notice of Registration, and label in jacket. Return jaCket 
to file room with note for transfer to SIG for coding. 

Place two copies of label(s) in "New Label" box for filing in 
BPPD's label file. 

Place a copy of Notice of Registration in chron file box 

Provide BPPD Gatekeeper with electronic copies of reviews, 
BRAD, PEF, and Notice of Registration. Don't forget to 
segregate CBL 

Type of Registration: Unconditional 

YES NO 

YES NO 

YES NO 

YES NO 

Conditional. __ _ 

13. Does this registration have terms/conditions (ex: storage stability data)? YES NO 
IF THE REGISTRATION HAS TERMS/CONDITIONS THIS INFORMATION MUST 
BE ENTERED INTO THE LOGBOOK For BPPD Registrations with Terms/Conditions 
FOR THE APPROPRIATE BRANCH. 

14. If there are term/conditions to the registration notice has this information been placed in 
the LOGBOOK For BPPD Registrations with Terms/Conditions 

THE PLAYERS 

BPPD Gatekeeper= Diana Hudson 

BPPD WebMaster =Jim Skaptason 

FR Staff(contact) ~E-mail via Lotus Notes to: OPPTS FRStaff@EPA 

YES NO 

FR Templates: http://intranet.epa.gov/oppthome/intrafrs/opptempl.htm#biopesticides 
(Linda Hollis cOordinates for BPPD) 

PEF Coordinator= Barbara Mandula (backup is Alan Reynolds) 
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Format for New Active Ingredient Decision Package 

Left Panel 

Two original (printed on 

Letterhead) 

Decision Memos with 

plastic Executive 

Correspondence cover 

Yellow concurrence sheet 

showing on bottom 

Center Panel Right Panel 

Two copies of the 

Plain English Fact Sheet 

(attach a Buck Slip signed 

Two complete copies of the by Barbara Mandula or 

Rio pesticide Registration Alan Reynolds -to be 

Action Document 

(include OGC 

Concurrence) 

removed by BC before 

package goes on to OD's 

office) 

Label(s)- MUP and/or EP 

as appropriate 

Note: The extra copies of the Decision Memo, BRAD, and PEF are for the OD's office. 

Of course, if the new a.i. involves a food use, a separate tolerance/exemption rule package 

should accompany this package. 
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!.abel Review 
File Symbol· Date· I I Reviewer· . 

[Site/Use] [Res lAg /Both 1 [Food /Non-Food /Both I 

[ Tox Categories: ] [ AcOral: /AcDerm: /Aclnhl: /Eyel,rr: /Skinlrr: DermSens: I 

Label Requirement Acceptable Not Acceptable NIA Comments LRM3 
Recommendations 

Restricted Use Pesticide ---------- ---------- ----- Ch 6 

Product Name Pg 12·3 

Compny Name and Info Pg 15·1 

Identification Numbers Ch14 

Net Contents Ch17 

Ingredients Statement Ch 5 

Label Claims Pgs 4-5, 5-7 
11-10 & Ch 12 

Alternate Formula 5-12 

Precautionary Statements 

Label Requirement Acceptable Not NIA Comments LRM3 
Acceptable Recommendations 

KOROC 3-1 & 9 
7-3 &4 

Signal Word Ch 3 Ch 7 
Ch 10 

General Heading Ch 7 
::..PRECAUTIONARY 
STATEMENTS· 

First Aid (PRN 20001-1) Ch3 & 7 

Hazards to Humans Ch 3, 7-3 
and Domestic Animals 

PPE (WPS) Ch7.Pg7-
Engineering Controls 12 

Pgs 10-4, 15 

User Safety Ch10 
Requirements 

User Safety Ch10 
Recommendations 

Environmental Hazards Ch 8 

Physical and Chemical Pg 3-4 
Hazards Ch 9 
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Directions for USE (FIFRA Text, WPS plus Storage and Disposal 

Label Requirement Acceptable Not NIA Comments LRM3 
Acceptable Recommendations 

Header ,.Directions for 10-16 
Use"' 

Violation of Federal Law 10-26,11-7 
I ext 

WPS Text Ch to, 7-1 
(PPE) 7- II 

Non-WPS Text 7-12, Ch 10 

Pesticide Storage and 11-16, Ch 13 
Disposal 

Container Disposal & PRN 2007-4 
Batch Code 

Directions for Use (General Instructions and Information) 

Label Requirement Acceptable Not NIA Comments LRM3 
Acceptable Recommendations 

General Instructions and 
Sub-Header 

Chemigation 1 Prohibition PRN 

REI Pg I 0-20 

Label Requirement Acceptable Not NIA Comments LRM3 
Acceptable Recommendations 

General Info. (non-site 
specinc info. on uses, pests, 
mixing, and loading, tank mixing. 

etc.) 

General Precautions and 
Restrictions 

Directions for Use 

Directions for Application 

Warranty Information 

Consistency with label 12-6 
instructions 

Not false or misleading 

"The warranty section contains an overly broad statement concerning limitations of liability. As such, this 
statement may be misleading and may constitute misbranding under the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA). It is suggested that the existing statement be preceded by the phrase, Ato the extent 

allowable by state law@, or otherwise qualified to make it clear that this warranty is not intended to be a 
statement of law which implies that the buyer has no legal rights to recover damages from the manufacturer if 
hefshe suffered a loss or injury from the product and concludes that it would be futile to pursue what might in 
reality be a valid claim." 
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OPPIN Query Results 

ERROR REPORTING 

Report Data Errors 

DETAILS 

Summary 

Registrations 

Sites I Pests 

Sites I Pests 
Unique 

Unique Approved 
Sites 

DC Is I REDs 

Tolerance Petitions 

Tolerances 

Data Requirements 

Data Requirements 
by Company 

Studies 

Attributes 

Synonyms 

Final Label Review 

Back to Query 

SUMMARY REPORTS 

Ingredients 

OPTIONS 

Help 

Logout 

Page 1 of 1 

IJ.S. Envlronm111ntill Protflction Agilncy 
Office of Pesticide Programs -
lnfnrrro01tinn No 

Results 
2 Items Found 

PC Code 

> 1) QQQ~QZ 

2) 8_D_D2QI 

tuuwi£ 

Summary Information For 
Ingredient 

000207 I 110-27-0 I Isopropyl 
myristate 

PC Code: 000207 

CAS#: 110-27-0 

Name: Isopropyl myristate 

Classification: ESTER 

Reregistration Case: 

Pesticide Category: 

Pesticide Type: Antimicrobial 

Active Ingredient?: y 

Inert?: N 

First Registered Date: 31-0ct-1986 

Current Status: 

Last Product 8_0_82_:_2_, 31-Dec-
Cancelled: 1987 

7745-3, 31-Dec-
1987 

Risk Managers 

Risk Manager Team Phone Number 

Hutton, Phillip RM 91 (703) 308-8260 

Reilly, Sheryl RM 91 (703) 308-8269 

Torla, Robert RM 91 (703) 308-8098 

Hollis, Linda RM 91 (703) 308-8733 

Skaptason, James RM 91 (703) 605-0584 

Total Rows: 5 

Comments 

I Comment I 
< > 

A 

v 

http://prism.epa.gov/pls/prism 1 Op/opp _ ing_ query .execiN Gqry 12/4/2009 
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Synonym Query Results 

Isopropyl rnyristate 

Synonym Information For Ingredient 
0002071110-27-0 I Isopropyl myristati! 

Name 

Revenge, component of(with 000208 and 000209) 

Tetradecanoic acid, 1-methylethyl ester 

Total Rows: 3 

Page 1 of 1 

Type 

Other Common 

Trade 

Other Systematic 

http://prism.epa.gov/pls/prisml Op/opp _ing_result.lng_ Synonym?id~9l5&p _order! ~1 asc... 12/4/2009 
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ISB 'S Front-end PRJA Completeness Screen 
Drafi 3; 10/25/07 

·eipt DatL:: DEC - 3 2009 EPA Reg. Number: ;?6?:?6':!-- R 
Check List Item 

II a 
I' n 

s the PRIA Pee been Paid; is a copy of the check or 
y.gnv receipt included in the Submission Package? 
----

(wl 
'..,_/ 

Is ""Application Form (EPA Form 8570-1) Included in the 
'l Sn hmiss.ion Package, is it completely tilled out and signed 

111C ·luding pnckagc type? 
··-·~· 

b u Confidential Statement of Formula (EPA Fonn 8570~ 
3 2'J ) _Included in the Submission Package, is it completely 

') 

7 

X 

'I 

II II cd out and signed (boxes 1~21)? 
-

<1 Formulator's Rxcmption Statement (EPA Fonn 8570~ Is 
27 ) Included in the Submission Package? 

--------~--·~ 

a Certification with Respect to Citation of l)ata (EPA 
rm X570~34) Included in the Submission Package? 
~-------

n l)nta Matrix (EPA Form 8570-35) Included in the b 
Su bmissim1 Package? 

Is 

A< 

Is 

11 Label Included in the Submission Package? 

·c Data Included in the Submission Package? 

the Submission an Amendment? 
-

Yes No 

X Jj 

;( 

)( 

X' 

:< 
--

y' 

)( 

j( 

I 

N/A 

--

---
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#'"""''>:. 
U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. 

Office of Pesticide Programs Number: Date of Issuance: 

f&l Biopesticides and Pollution Prevention Division 
AUGtli ZOI! (7511P) 86865-1 

\;.,J 1200 Pennsylvania Avenue NW 
Washington, DC 20460 

Tenn of UNCONDITIONAL 

NOTICE OF PESTICIDE: 
Issuance: 

Nrune of Pesticide Product: 
XX Registration __ Re-registration 

ResultixTM 
(under FIFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

~:Iff9I:.::_:§~-~g~,~-'l~(~~~J:tE~~~f,!~~-~gii,~i-~9~-~-~~;e-;_~~-in:_-_¢i~-~~cepted i~:£?~~!-~~~-y;~~l:iJiit~egi~~-9~ in~ h~e -__ ,-_ ; : :_e:~9--t]}_-~-~,d;:Jp<~,~I~~,c-'k(:!~~~-i~?Y-t~-~:1?-~gg~~~-fl-~-~-~-:-~~d:-l'-?_H_~~o~-:rrev_e;pt_l_O,~}?tYts!2n,_P~'-eE :t~--~s_e_pfth~ ~~~~, _tf!:- _- - - --
--cgn;tpl(![Se~: fhi:<UlY::'_c(J:rr'_e_sppf!c} __ e_gce:,9:~1 :th IS:prod uct-alw:aysj_~f~~ tp 1he,,a{jdye -EPA:reg!S'!J<itiO!l 'number:: -- - -,_-._ . . . 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under the 
Federallnsecticide, Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In 
order to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the 
registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the 
registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the 
name or to its use if it bas been covered by others. 

This product is unconditionally registered in accordance with FIFRA Sec. 3(c) provided you: 

I. Submit and/or cite all data required for registration} reregistration of your product under FIFRA 
section 3(cX5) and section 4 when the Agency requires all registrants of similar products to submit 
such data. 

2, Make the following label change before you release the product for shipment: Revise the EPA Registration 
Number to read, "EPA Reg. No. 86865-1". 

3. Submit three (3) copies of the revised final printed labeling before you release the product for 
shipment. 

lfthese conditions are not complied with, the registration will be subject to cancellation in accordance with 
FIFRA Section 6(e). Your release for shipment of the product constitutes acceptance of these conditions. A 
stamped copy of the label is enclosed for your records. 

1~eo pprovmg ·a-~I?'-
~ Date: 

;< - 2.[ ~ ,;)eo{ ( 

Keith A. Matthews, Director 
n UIV!SIOn CONCUAru:NcES 

SYM .. ' 5/tr 7~1( y 
Pl\"'r61ilr8m "6'";:j,;_;;;;? :~o;:::::: 

····················· ..................... ..................... ..................... . .................... 

""""""" -..................... 
···~J;'-;'f;""'" 

..................... ..................... ..................... ..................... ..................... 
DAlE ~ $, t7 I/ 
EPA Fonn 1320-1A (1190) • ' ' OFFICIAL ALE COP'I 
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UNITED -STATES ENVIRONMENTAL -PROTEC1l'ION AGENCY 

MEMQRANDUM 

SUBJECT: Consideration of a Section 3(c) (5) Unconditional Registration of a new active ingredient isopropyl 
myristate (PC Code 000207), EPA Identifying Syrnbol86865-l. 

FROM: 

TO: 

I. ISSUE 

-----------DECISION MEMORANDUM------------------

0>':.£" =-
Keith A. Matthews, Director R">C .-,,_,r d:;=d 
Biopesticides and Pollution Prevention Division 

Steven Bradbury, Ph.D., Director 
Office of Pesticide Programs 

Should the Agency, under Section 3(c)(5) of the Federal Insecticide, Fungicide, and Rodenticide Act (F!FRA), 
grant unconditional registrations for the new active ingredient isopropyl myristate (PC Code 000207), which is 
proposed for indoor use as a pediculocide on cats and dogs. 

U. APPLICATION INFORMATION 

On December 3, 2009, EPA received an application filed by Piedmont Animal Health, (204 Muhs Chapel Road, 
Suite 200, Greensboro, NC 27410) to register an end-use product (EP) containing the new active ingredient 
isopropyl myristate to kill ticks on cats and dogs. RESULTJXTM, the EP, contains 50.0% isopropyl myristate as 
an active ingredient. A notice of receipt of this application, allowing for a 30-day comment period, was 
published in the Federal Register on March 10, 2010 (75FR11175). No comments were received following this 
publication. 

ill. BACKGROUND AND CONCLUSIONS 

The Biopesticides and Pollution Prevention Division (BPPD) reviewed the submitted data and information 
regarding the proposed use of isopropyl myristate. Evaluations of the data and conclusions are summarized and 
discussed in the attached Biopesticide Registration Action Docwnent (BRAD). 

The registration application was reviewed pursuant to the requirements of the Federal Insecticide, Fungicide, 
and Rodenticide Act (FIFRA). Based on that review, BPPD determined that isopropyl myristate has a non-toxic 
mode of action and is generally effective at very low application rates. BPPD further determined that no 
unreasonable adverse effects to humans or the environment will result from the use of isopropyl myristate if 
used in accordance with label directions. 

"""'"" 

I I I 
Page 1 Of 

'orm 1320-1A{1190) OFACIAL FILE COPY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

IV. OFFICE DIRECTOR CONCURRENCE 

Based on the discussion above, and the data and information presented in the attached BRAD, the-'BiO:pestiCides 
and Pollution Prevention Division recommends unconditional registration of isopropyl myristate as an indoor 
insecticide to kill ticks on cats and dogs. 

Non-Concurrence: _____________ _ 

Date:______..Jt+-i::..._?--'2=.L....,,-I-+,II,I--/ _ 

:OKCURREIKIS 

I I ·.I • 
• 
• 

Page 2 C 
~Form 1320-1A(1/90) OFFICIAl FILE COPY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

AUG 2 o 2011 OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

MEMORANDUM 

SUBJECT: 

FROM: 

TO: 

I. ISSUE 

Consideration of a Section 3(c) (5) Unconditional Registration of a new active ingredient 
isopropyl myristate (PC Code 000207), EPA Identifying Symbol 86865-L 

----------------------DECISION ME~~----------------------------------

Keith A Matthews, Director ~r:;::::; .;~ .... 1 ( 
Biopesticides and Pollution Prevention Division 

Steven Bradbury, Ph.D., Director 
Office of Pesticide Programs 

Should the Agency, under Section 3(c)(5) of the Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA), grant unconditional registrations for the new active ingredient isopropyl myristate (PC Code 
000207), which is proposed for indoor use· as a pediculocide on cats and dogs. 

II. APPLICATION INFORMATION 

On December 3, 2009, EPA received an application filed by Piedmont Animal Health, (204 Muirs 
Chapel Road, Suite 200, Greensboro, NC 27410) to register an end~use product (EP) containing the new 
active ingredient isopropyl myristate to kill ticks on cats and dogs. RESULTIX™, the EP, contains 50.0 
% isopropyl myristate as an active ingredient. A notice of receipt of this application, allowing for a 30-
day comment period, was published in the Federal Register on March 10, 2010 (75FR11175). No 
comments were received following this publication. 

III. BACKGROUND AND CONCLUSIONS 

The Biopesticides and Pollution Prevention Division (BPPD) reviewed the submitted data and 
information regarding the proposed use of isopropyl myristate. Evaluations of the data and conclusions 
are summarized and discussed in the attached Biopesticide Registration Action Document (BRAD). 
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The registration application was reviewed pursuant to the requirements of the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA). Based on that review, BPPD determined that isopropyl 
myristate has a non-toxic mode of action and is generally effective at very low application rates. BPPD 
further detennined that no unreasonable adverse effects to humans or the environment will result from 
the use of isopropyl myristate if used in accordance with label directions. 

IV. OFFICE DIRECTOR CONCURRENCE 

Based on the discussion above, and the data and information presented in the attached BRAD, the 
Biopesticides and Pollution Prevention Division'feco~mends unconditional registration of isopropyl 
myristate as an indoor insecticide to kill ticks on cats and dogs. 

Non-Concurrence: _________ _ 

2 
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EP DRAFT Label Page 1 of4 

FRONT PANEL 
RESULTIX™ 
Kills Ticks on Dogs and Cats 

ACTIVE INGREDiENT 
Isopropyl Myristate ....................................................................................................... 50.0o/o 

OTHER INGREDiENT...................................................................................................... 50.0% 

TOTAL. ............................................................................................................................... 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
See Side/Back Panel for First Aid 

STOP- READ LABEL BEFORE USE 

EPA Reg. No. 86865-R 

Manufactured for 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

J-336-544-0320 X 207 

EPA Est. No. 71979-SC-001 

NET CONTENTS 
20 mL (0.65 oz.) 

ACCEPTED 
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EP DRAFT Label Page 2 of 4 

SIDE PANEL 
FIRST AID 

If on skin: • Take off contaminated clothing. 
o Rinse skin immediately with plenty of water for 15-20 minutes. 
o Call a poison control center or doctor immediately for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15~20 minutes. 
• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor immediately for treatment advice. 

If inhaled: • Move person to fresh air. 
• If person is not breathing, call 911 or an ambulance; then give artificial 

respiration, preferably mouth-to-mouth if possible. 

• Call a poison control center or doctor immediately for treatment advice . 

If swallowed: • Call a poison control center or doctor immediately for treatment advice. 
• Have person sip a glass of water if able to swallow. 
e Do not induce vomiting unless told to do so by a poison control center or doctor. 
• Do not give anything by mouth to an unconscious person. 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1~800~222~1222 (American Association of 

Poison Control Centers) any time day or night for emergency medical treatment information. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMAl'IS AND DOMESTIC ANIMALS 

CAUTION. May cause dermal and eye irritation. Avoid contact with skin, eyes, or clothing. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

This pesticiQ.Cfu;~tfn.ik-tb 'frtveitebpa{tis and fish. Do not discharge this product into lakes, streams, 
ponds, estuar'ies·;·Oce~, o~ other waters where aquatic invertebrates or fish may be found. 

··=··lf ... ~" ... ' ., ..... . 
._. "'"' ••· •· • .t:-:• r '· 
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EP DRAFT Label Page 3 of 4 

BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

RESULTIXTM, when used as instructed below, will dissolve the outer wax layer caving the hard shell 
(cuticle) of the tick resulting in uncontrollable water loss and death of the tick 

For the removal and killing of attached and crawling ticks on dogs and cats 

APPLICATION AND USE INSTRUCTIONS 

For external use only. 

Do not use near dog's or eat's eyes. 

Do not use on irritated skin. 

Stop treatment with this product and consult a veterinarian if skin irritation or skin infection 
develops during use of product. 

• Use when you see a tick or ticks on your dog or cat. 
• Remove cap and hold bottle upright. Direct nozzle at tick and spray until tick is covered 

with solution (2 sprays). 
e The tick will be dead within 3 hours; it will fall off of the dog or cat or will be immobile 

when removed. 
o If tick falls off indoors within 3 hours of application, carefully pick up and dispose of tick 

using gloves or tweezers. 
o After 3 hours, if the tick has not fallen off, remove carefully with gloves or tweezers and 

dispose of tick. 
o Dispose of ticks by placing in sealable plastic bag, sealing the bag, and placing it in an 

outdoor garbage can. 
• Wash hands after accidental exposure to any ticks. 
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EP DRAFT Label 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: 

Page4 of4 

Store in a dry place away from extreme heat and cold (tightly closed between 59° F- 86" F (15° 
C- 30° C). Keep container closed when not in use. Always store pesticide in the original 
container. Store away from food and pet food. Keep away from open flames. 

In case of fue or other emergency, report at once by toll-free telephone to CHEMTREC (800-
424-9300). 

Pesticide Disposal and Container Handling: 

Nonrefillable container. Do not reuse or refill this Container. 
When empty: place in trash or offer for recycling if available. 
Never place unused product down any indoor or outdoor drain. 

NOTICE: Seller warrants that the product conforms to its chemical description and is 
reasonably fit for the purposes stated on the label when used in accordance with directions 
under normal conditions of use. To the extent permitted by applicable law, this warranty or any 
other warranty of merchantability or fitness for a particular purpose, express or implied, does 
not extend to the use of this product contrary to label instructions, or under abnormal 
conditions, or under conditions not reasonably foreseeable to Seller. To the extent permitted by 
applicable law, buyer assumes the risk of any such use. 

ANY PANEL (Do not substitute these for required statements) 
Label Claims (one or more in various combinations, located in various places throughout the box 

and bottle/insert labels) 

Breakthrough in tick killing for attached and crawling ticks 

Convenient and easy to apply 

For the Killing of Ticks on Dogs and Cats 

Free of conventional pesticides 

Patented spray formula softens the waterproof outer waxy layer of the tick's body, resulting in 
dehydration 

Direct spray formula is safe to use on pets 

Can be used as often as needed 

Can be part of your tick prevention regimen 

Tick Killing Solution ™ 
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NEW ACTIVE INGREDIENT (a.i.) OR FIRST FOOD USE OF OLD a.i. 
REGISTRATION APPLICATION CHECKLIST 

Name of active ingredient: 'J-2v Vu,f},(/ fYlr I f' :;jy_/ C 
r r' , ;; , ; '"' I 

EPA File Symbol/Reg. No. of product reviewed: C£' \J1 9 C. ;) -

Date: Sr/ 22/1/ 
I ; 

Note: If a section is not applicable to the application you are reviewing, write N/A. 

NEW ACTIVE INGREDIENT SCREEN (ADMINISTRATIVE) 

Did the application pass front end and PR Notice 86~5 screens? 
If yes, enter into OPPIN, and proceed to do the RAL (PM) screen 
If no, transfer deficient data to Team Leader m: write to the 
registrant regarding deficiencies. 

NEW ACTIVE INGREDIENT SCREEN (RAL/SCIENCE) 

1. Is the Application Form dated, signed and complete including: 
a) package size and type? 
b) CRP certification? 

2. Has the biochemical classification committee made a decision on 
classification and/or data requirements? 

3. Is proposed use a food or feed use? 
If yes, is there a petition for residue tolerance or exemption? 
(refer to tolerance petition checklist) 
If no, contact the applicant and indicate that the application is 
incomplete without a petition. 

4. Have tolerance petition fees been duly paid? 
If yes, refer to the tolerance petition checklist 
If no, wait for the fees to be deposited before putting data into review. 

5. Are all data requirements, as listed in 40 CFR adequately addressee';.;! 
If Yes, inform the registrant about the screen outcome, prepare a/ 
Notice of Receipt in the Federal Register for the section 3 product 
application(s), and proceed to send the data for review. 
If No, write to the registrant regarding deficiencies. 

YESv;;;O_ 

YES VNO 
YES VNO 
YES vNO 

YES VNO 

YES_NO V 

YES_,NQV' 
,·-

YES~O-

Note: Do not publish Notice of Receipt or Notice of Filing until after the package passes new 
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chemical screen 

DATA REVIEW 

1. Data segregated according to discipline 

2. Data package bean sheets created in OPPIN for each discipline 

3. Adequate instructions written in bean sheet for science reviewer 

4. Efficacy data needed for public health uses 

RAL PRELIMINARY DECISION 

3. Look over science reviews 

4. Additional data needed; if so, request it in a letter V o n l. 

5. Label review 

a) 

b) 

c) 

d) 

e) 

Agree with current Label Review Manual 

Acute toxicology, product chemistry, and 
efficacy data examined for labeling 

Nominal concentration of a.i. listed in 
ingredients statement (chemist's responsibility) 

Storage and disposal instructions agree with container 
types listed on application form 

Directions for use agree with container sizes on application form 

6.' Confidential Statement of Formula review. 

a) \\Completely filled out including pH, flashpoint, 
\flammability, etc., if applicable 

b) 

c) 

d) 

e) 

Totals 1re accurate (everything adds up to 100%) 

Certified limi,!'s agree with 40 CFR 158.175 or 5 batch analysis 

PC codes assignE~d on CSF for inerts and 40 CFR 180.I001c, d, ore 
codes noted for products that have food or feed uses 
No inerts on list I present 

YES~O~ 
YEs_6o~ 

YES~NO~ 

YES~O~ 

YES VNO 

YES t/NO 

YES VNo 

YEs _:::No 

YES VNo 

YES VNO 

YES vNO 

YES VNO 

YES VNO 
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I) CSF is signed (original) and dated YESV"'NO 

7. Prepare a Biopesticide Registration Action Document (BRAD) 

a) Review public comments in response to tolerance petition, Notice of Filing FR 
Notice and Application Receipt FR Notice 

b) Write Biopesticide Registration Action Document (BRAD) using the following 
fonnat: 

I. Executive Summary 

A. IDENTITY 
B. USE/USAGE 
C. RISK ASSESSMENT 
D. DATA GAPS I LABELING RESTRICTIONS 

II. Chemical Overview 

A. ACTIVE INGREDIENT OVERVIEW 
B. USE PROFILE 
C. ESTIMATED USAGE 
D. DATAREQUIREMENTS 
E. REGULATORY HISTORY 
D. FOOD CLEARANCES/TOLERANCES 

III. Science Assessment 

A. PHYSICAL/CHEMICAL PROPERTIES ASSESSMENT 
1. Product Identity and Mode of Action 
2. Food Clearancesffolerances 
3. Physical and Chemical Properties Assessment 

B. HUMAN HEALTH ASSESSMENT 
1. Toxicology Assessment 

a. Acute Toxicology 
b. Subchronic and Chronic Tests 
c. Effects on Immune and Endocrine Systems 

2. Dose Response Assessment 
3. Dietary Exposure and Risk Characterization 
4. Occupational, Residential, School and Day care Exposure and. Risk 

Characterization 
5. Drinking Water Exposure and Risk Characterization 
6. Acute and Chronic Dietary Risks for Sensitive Subpopulations 

Particularly Infants and Children 
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7. Aggregate Exposure from Multiple Routes Including Dermal, Oral, 
and Inhalation 

C. ENVIRONMENTAL ASSESSMENT 
1. Ecological Effects Hazard Assessment 
2. Environmental Fate and Ground Water Data 
3. Ecological Exposure and Risk Characterization 

D. EFFICACY DATA 

IV. Risk Management Decision 

A. DETERMINATION OF ELIGIBILITY FOR REGISTRATION 
B. REGULATORY POSITION 

1. ConditionaJJUnconditional Registration 
2. Tolerance Reassessment 
3. CODEX Harmonization 
4. Nonfood Registrations 
5. Risk Mitigation 
6. Endangered Species Statement 

C. LABELING RATIONALE 
1. Human Health Hazard 

a. Worker Protection Standard 
b. Non-Worker Protection Standard 
c. Precautionary Labeling 
d. Spray Drift Advisory 

2. Environmental Hazards Labeling 
a. End-Use Product Environmental Hazards Labeling 
b. Manufacturing-Use Product Environmental Hazard Labeling 

D. LABELING 

e) Public Interest Finding (if a Conditional registration) 

VI. Actions Required by Registrants 

................ end of BRAD outline ................... .. 

6. 

7. 

8. 

Prepare Plain English Fact Sheet (PEF) - Have the PEF 
Coordinator sign-off on the ''final" PEF. (Alan Reynolds will 
sign-off if Barbara is not available.) Attach to PEF a Buck Slip 
with the sign-off. Send electronic version of PEF to PEF Coordinator. 

Prepare Final Rule for tolerance establishment tJ ( fJ( 
(refer to tolerance petition checklist) 

Route both Biopesticide Registration Action Document (BRAD) 
and draft Final Rule for science Reviewers, OGC, 

YEsv-No 

YES NO 

YES v'NO 
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concurrence (Note: OGC has two weeks to review) 

9. Prepare Decision Memorandum from Division YES VNO 
Director To Deputy Office Director for signature 

10. Send the whole package containing: DECISION YES NO 
MEMORANDUM, concurrence sheet, draft label(s), 

_fgE and BRAD for Branch Chief & DD concurrence, 
and DOD's signature 

II. DOD signs off on Biopesticide Registration Action Document 
and Final Rule~ Final Rule published YES NO 

12. Prepare Notice of Registration for DD's signature YES NO 
(This step can proceed before actual publication of final mle.) 

13. 30 Day Comment Period: Have the risk assessments been placed on the web for public 
comment for~30 days 

Post Registration Activities 

I. Inform PEF Coordinator that Registration has been issued and 
provide any changes to PEF from management review. PEF 
Coordinator will forward revised PEF to Web Master for 
posting on the Website and will post PEF in share directory. 

YES NO 

YES NO 

2. Stamp labels when Reg Notice is signed (Note: Be sure YES NO 
not to obliterate any part of the label text with stamp; 
onlynse "white" space.) 

3. Mail Reg Notice and stamped label to registrant. Also, YES NO 
send copies of reviews and BRAD (with notice about checking 
for CBI before posting of BRAD on BPPD's Webpage) to registrant 

4. Prepare and submit a "Weekly Report" item. YES NO 

5. Prepare FR Notice announcing registration of new a.i. registration. YES NO 
(Send to the FR Staff an electronic file of Registration Approval Notice.) 

6. Once registrant has agreed, post BRAD to BPPD's User YES NO 
Share and send electronic version of cleared BRAD to BPPD 
WebMaster for posting on the BPPD Website. 

7. Close all records in OPPIN YES NO 
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8. 

9. 

10. 

II. 

12. 

File administrative materials, reviews, BRAD, PEF, 
Notice of Registration, and label in jacket. Return jacket 
to file room with note for transfer to SIG for coding. 

Place two copies of label(s) in "New Label" box for filing in 
BPPD's label file. 

Place a copy of Notice of Registration in chron file box 

Provide BPPD Gatekeeper with electronic copies of reviews, 
BRAD, PEF, and Notice of Registration. Don't forget to 
segregate CBI. 

Type of Registration: Unconditional 

YES NO 

YES NO 

YES NO 

YES NO 

Conditional __ _ 

13. Does this registration have terms/conditions (ex: storage stability data)? YES NO 
IF THE REG!STRA TION HAS TERMS/CONDITIONS THIS INFORMATION MUST 
BE ENTERED INTO THE LOGBOOK For BPPD Registrations with Terms/Conditions 
FOR THE APPROPRIATE BRANCH. 

14. If there are term/conditions to the registration notice has this information been placed in 
the LOGBOOK For BPPD Registrations with Terms/Conditions 

THE PLAYERS 

BPPD Gatekeeper= Diana Hudson 

BPPD Web Master= Jim Skaptason 

FR Staff (contact)= E-mail via Lotus Notes to: OPPTS FRStaff@EPA 

YES NO 

FR Templates: http://intranet.epa.gov/oppthome/intrafrs/opptempl.htm#biopesticides 
(Linda Hollis coordinates for BPPD) 

PEF Coordinator= Barbara Mandula (backup is Alan Reynolds) 
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Format for New Active Ingredient Decision Package 

Left Panel 

Two original (printed on 

Letterhead) 

Decision Memos with 

plastic Executive 

Correspondence cover 

Yellow concurrence sheet 

showing on bottom 

Center Panel Right Panel 

Two copies of the 

Plain English Fact Sheet 

(attach a Buck Slip signed 

Two complete copies of the by Barbara Mandula or 

Biopesticide Registration Alan Reynolds ~to be 

Action Document 

(include OGC 

Concurrence) 

removed by BC before 

package goes on to OD's 

office) 

Label(s) • MUP and/or EP 

as appropriate 

Note: The extra copies of the Decision Memo, BRAD, and PEF are for the OD's office. 

Of course, if the new a.i. involves a food use, a separate tolerance/exemption rule package 

should accompany this package. 
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RE: TGAI CSF FOR ISOPROPYL MYRISTATE - RESULTIX --EPA Reg. No. 
86865-R 

Chery! Greene o Jacob Moore 05/12/2011 05:04 PM 

Hi Jacob, 

I'm dropping in your chair the CSF for the above referenced action. Before you review it please take a 
look at the email message below from the registrant's consultant. she has made changes to the certified 
limits since your original review of the CSF. If this is no1 acceptable, please let me know and I will ask her 
to resend the CSF without the certified limit changes. let me know if you have questions or need more 
information. 

From: Susan Phillips: 

I am sorry about the delay. The CSF I have attached contains all the 
revisions you requested in the deficiency letter; however, it also includes 
lower certified limits for the impurities, down to 0%. This is proposed 
because as the TGAI purity approaches 100.0%, the percent impurities will 
logicallY go down, and based on the manufacturing process, one or both of 
these impurities may not be found based on the analytical limits of 
quantification or detection. 

If this reasonable approach does not meet with your approval I can immediately 
send you a CSF containing all requested changes but no changes to the lower 
certified limits for the impurities. 

Regards, 
Susan 

 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, May 12, 2011 1:27 PM 
To: Susan Phillips; Susan Phillips; Matt Schneider 
Subject: Fw: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 

Hi Susan: 

This is a follow-up to our May 4, 2011 phone conversation and my May 5 
follow-up email (see below) in which I explained that EPA needs a copy 
of the TGAI CSF for RESULTIX (Reg. # 86865-R). We cannot complete our 
review of your recently submitted data for this action until we receive 
the CSF for the TGAI. Please send it to me as soon as possible by 
email or fax using the contact information below. If you have 
questions or need additional information, let me know. 
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Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of Pesticide 
Programs, BPPD/BPB (7511P) U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Forwarded by Cheryl Greene/DC/USEPA/US on 05/12/2011 02:19 PM 

From: Cheryl Greene/DC/USEPA/US 
To: 
Date: 

"Susan Phillips" <SPhillips@gsblaw. com> 
05/05/2011 02:19 PM 

Subject: 

Hi Susan: 

RE: Request for meeting with BPPD to discuss deficiency 
letter for RESULTIX -- EPA Reg. No. 86865-R 

This is a follow-up to the email I sent earlier today and the voice 
message I left for you a short while ago. I have discussed your 
question with our managing science reviewer and essentially the answer to your 
question is YES, you must submit a CSF for the TGAI even if 
you are not getting the TGAI registered. The reason a CSF is required 
in part is so that the Agency can confirm that the CSF corresponds with 
the all data/information submitted in support of the product. 
As such, please send me a copy of the CSF for the TGAI in your product 
as soon as possible. You may send the CSF by email or by fax. My fax 
information is listed below. 

I apologize if you were inadvertently given incorrect information 
during our conference calls or meetings. Let me now if you have 
questions or need additional information. 

Regards. 
Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of Pesticide 
Programs, BPPD/BPB (7511P) U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Hi Susan: 

Sorry for the delay in getting back to you on this. I don't have an 
answer to your question yet but I wanted to ask if you could send me another 
copy of the meeting minutes you submitted that documented what 
we said. I can't recall if you sent the minutes or if Matt did. (I 
don't have the answer to your question in my notes and I'm hoping that 
something in your meeting minutes will jar my memory.) Also, would 
you include your telephone number/contact information at the end of your 
emails. When folks include their contact information in the emails it 
saves so much time when we need to contact them quickly. 
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Isopropyl Myrislale 
PC Code: 000207 

DP Number(s): 38326 
File Symbol No. 86865-R 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Date: June 1·,-Zfrfl 

OFFICE OF CHEMICAl SAFUY AND POlUTION PIUVENT!ON 

MEMORANDUM 

SUBJECT: Science Review in Support of the Registration ofResultix, containing 50% 

Isopropyl Myristate as Active Ingredient. 

FROM: 

Decision Number: 424225 
DP Number: 383262 
EPA File Symbol Number: 86865-R 
Chemical Class: Biochemical 
PC Code: 000207 
CAS Number: 110-27-0 
Active Ingredient Tolerance Exemptions: N/A non-food 
MRID Numbers: 483482-04 and 483482-03 

Clara Fuentes, Entomologist_:_:::;:;;;~~~2'~~===:::::::::, 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Div· ion (7511 P) 

TO: Cheryl Greene, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopcsticides & Pollution Prevention Division (7511 P) 

ACTION REQUESTED 

Piedmont Animal Health LLC (Piedmont) is submitting data in MRIDS 483482-04 and 483482-
03 to determine safety of the product Resultix on companion animals, dogs and cats, in response 
to study deficiencies identified in previously submitted studies MRID 47925317 and 47925318. 

RECOMMENDATIONS AND CONCLUSIONS 

A. MRIDs 483482-03 and 483482-04 are acceptable pending resolution of the following 
deficiencies, and revision of proposed label claims: 

1 a. Clinical pathology and hematology values parameters were not addressed completely in the 
dog and cat studies; blood clotting measurements (thromboplastin time, fibrinogen, and 
prothrombin time), reticulocyte count are not reported. • 
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2a. Dogs' efficacy data shows that mortality rates of control ticks, R. Sanguineus and D. 
varjabilis, are 11.1% and 14.4%, respectively. In IPM treated dogs, the reported percentage 
mortality rates for each tick species were 95.6% and I 06.1 %, respectively. These percentages 
result from dividing total dead ticks, R. sanguneous = 153 by total number ofticks treated =160, 
and total dead ticks, D. variabilis= 157 divided by total number of ticks treated= 148. 
Calculation of efficacy does not take into account percent mortality in control group, which need 
to be factored in and subtracted from the percentages of efficacy being reported. In control 
group, 11.1% and 14.4% R. sanguineus and D. variabilis, respectively, were counted dead by 
causes unrelated to treatment. Furthermore, Table 4a on page 24 in MRID 5483482-03 shows 
that more ticks were dead than were treated. That natural mOrtality factor cannot be excluded 
from the calculation of efficacy. The efficacy of the product on dogs is up to 85% for both tick 
species. In addition, Table 4a does not specify whether these counts correspond to 3, 6 or 24 
hours. The registrant should specify how long it takes for the product to reach its maximum 
efficacy, which is approximately 85% for both tick species on dogs. 

3a. On cats, the product is 96% effective on D. variabilis ticks, and approximately 90% on R. 
sanguine ticks at 24 hours. It is inconsistent that mortality due to treatment diminishes from 
92.4% to 90.9% from 3 to 24 hours. 

B. The following label claims (in bold letters) are not supported bv data: 

1 b. Clinically proven is unsupported since data on companion animal safety deviates from 
OPPTS 870.7200 guideline's recommendations as follows: a) observations and measurements of 
possible treatment related effects on dogs and cats for 14 days post-treatment were not reported; 
b) individual body weights of dogs and cats were not measured consistently with guidelines 
recommendations, :-vhich are once during acclimation period, once immediately prior to test 
initiation, and next, on days 7 and 14 post-treatment; c) individual food consumption was not 
measured on a daily basis, and d) blood clotting measurements (thromboplastin time, fibrinogen, 
and prothrombin time), and reticulocyte count are not reported. 

2b. Even kills "super ticks", the ones that have built up resistauce to traditional pesticide 
treatments. This claim has not been tested and demonstrated to be true. 

c. The word "adult" should be added to this label statement, For the treatment of Ticks on 
"adult" Dogs and Cats, because only adults dogs age from 39 to 41 months old, and cats, from 
11 to 140 months old, were tested for safety of the product 

3b ... .softens the waterproof outer waxy layer of tfte tick's body, resulting in rapid 
dehydration. How rapid? The registrant needs to specify how long it takes to kill the ticks on 
dogs. Neither the report text nor Table 4a on page 24 ofMRID 483482-03 (form which efficacy 
is calculated) specify whether the tabulated dead tick counts correspond to 3, 6 or 24 hours. 

4b. Safe for you and your family. Safety of this product has not been evaluated on people. 
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Sb. Works to reduce human exposure to tick borne diseases This statement needs to be 
supported with efficacy data on most predominant tick vectors of human pathogens such as 
species of both genera, Ixodes and Amblioma species, which have not been tested. 

C. The previously identified study deficiencies have been addressed as indicated below: 

1c. The amount of product applied to each dog and cat is reported in terms of exposure to 
Isopropyl Myristate (IPM). For dogs, the exposure dose ranged from 149 to 278 and 134 to 
263 mg/kg bw/day on treatment days 0 (when Rhipicephalus sanguineus ticks were treated) 
and 7 (when Dermacentor variabilis ticks were treated), respectively. For cats, the exposure 
dose ranged from 97 to 510 and 30 to 974 mg /kg bw/day on treatment days 0 and 7, 
respectively. 

2c. Food consumption is addressed and reported as not measured in te1ms of daily quantities 
of food eaten. Animals were observed daily for adverse effects including inappetance and 
aneroxia, which were not observed. Body weights were taken prior to treatment on Day 7 
(August 26, 2009), and again after completion of the study (January 07, 2011) more than a 
year later as stated on page 14 ofMRID 483482-03. However, table 3 on page 22 of the 
same study report, shows that body weight was not significantly different between these 
dates. In fact, the study was not completed on January 2011; this is the date for the final 
report amendment date. The actual study ended on November 2009. 

3c. Food consumption was not measured on cats; however, cats were observed daily and no 
eating disorders such as inappetance or anorexia were observed during the study. Cats were 
weighed at the beginning of the study in August, 2009. All treated cats and 2 controls were 
weighed again in January, 2011. 

4c. Some individual data parameters for hematology and clinical chemistry analysis were 
addressed in response to deficiencies. The following previously requested, hematological 
parameters were reported: platelet count, mean corpuscular HGB, MCH and concentration 
(MCHC). Explanation is provided on page 15 ofMRID 483482-03 for some of the clinical 
pathology values (CK (U/L; GGT (U/L); Choesterol (mg/dL); Total C02 (MeQ/1); Chloride 
(mEq/L), and Potassium (mEq/L)), and hematological values (monocytes, monocites 
percentage and absolute counts, WBC and HGB counts, neutrophils, lymphocytes, MCHC, 
eosinophil percentage, and auto platelet counts) that are marginally outside reference ranges 
for dogs. 

Sc. Explanation for clinical pathology values (Alk Phos, creatine, calcium, sodium, ALT, 
BUN, phosphorus, CK, GGT, albumin, cholesterol, glucose, potassium, B/C and A/G ratios), 
and hematological values (Lymphocytes, monocytes, WBC, MCV, neutrophils, Abs 
eosinophils, RCB, HGB, HCT, and auto platelet counts) that are marginally outside reference 
ranges for cats is provided ON PAGE 115 IN mrid 483482-04. However, the following 
hematological ararneters were not addressed for neither dogs nor cats: blood clotting 
measurements (thromboplastin time, fibrinogen, and prothrombin time), and reticulocyte 
count. 

3 
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cc: Clara Fuentes, Cheryl Greene, BPPD Chron File, IHAD/ARS 
, FT, PY-S: June I, 2011. 

4 
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Material Sent for Data Extraction 
Reg. # Cote;; t cJ -) 

Description: Iff v<.) ZE<J-' ?:hc.t +: '-" L 

D Material(s) Sent to Data Extraction Contractors: 

~New Stamped Label Dated 4u~ 11;}u! / 

D Notification Dated ____ _ 

-New CSF(s) Dated ~~'~t{ 

D Other:--------~-

D Decision #: ______ _ 

D Other Action/Comments: 0 fcaA£, f:/ftr:tc+ 
/a2u tvncFVJec,"·v taf:J~ nv :cr: C1AJ cL 

6 {'{;> Yl 0 (M1 u f +I.{ VL ,) A cJ-.e-'-1- +v m -e- · /htf;J } /'7";:> 
File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room 5-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: C ~ EA:t/ CRrc:JiLIE 
I 

Phone:1o3 3c/i-o-ad2 Division: Jg pp t) 
Date: Q UC='j L' bf- /,; {)vi~ 

01-'CSLJ£. Ch<e'tf/& Ej)/9. 7 {·7 37



Material Sent for Data Extraction 

Reg . # -~2"-'b"--'8"--"rb""-r;-~'""'K"-----
Description: _____________ _ 

0 Material(s) Sent to Data Extraction Contractors: 

ifNew Stamped Label Dated ___ _ 

0 Notification Dated ____ _ 

II:r New CSF(s) Dated 3flil q, 2of/ 

0 Other: _________ _ 

0 Decision#: ______ _ 

0 Other Action/Comments: /here ;s. Of'IC or JY\olf. 

b-beJs f/,"1 nevd ~u be c;, dd e d -b fN S 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: --~c-·~hc~c7c;+/-~~~i~ee~y~~~e~--------r· 
Phone: _________ _ Division: ______ _ 

Sc,eJ" Date:-----------------
P/&.cse re<;i!~eS+ +(u':'$ttG bG..Lk -\o ~huy I 

c" J h0N 1. N,5 "'e_J_ w' h .-1-L', <; _ \c..c Jec J-. 
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RE: Request for meeting with BPPD to discuss deficiency letter for RESUL TIX 
--EPA Reg. No. 86865-R 
Cheryl Greene to: Susan Phillips 05t05t20tt 02:19PM 

--~~~~Bee: Angela Gonzales, Clara Fuentes, Jacob Moore,~R:::"::''::e:::llc:J::o:c"e::s:_~---~-·~~-~~~·~·~·~-·~ 

Hi Susan: 

This is a follow-up to the email I sent earlier today and the voice message I left for you a short while ago. 
I have discussed your question with our managing science reviewer and essentially the answer to your 
question is YES, you must submit a CSF for the TGAI even if you are not getting the TGAI registered. 
The reason a CSF is required in part is so that the Agency can confirm that the CSF corresponds with 
the all data/information submitted in support of the product. -~~~uch, please send me a copy of the CSF 
for the TGAI in your product as soon as possible. You may send the CSF by ema1l or by fax. My fax 
tnformatioiJ is listed bel . 

I apologize if you were inadvertently given incorrect information during our conference calls or meetings . 
Let me now if you have questions or need additional information. 

Regards. 
Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308~0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Hi Susan: 

Sorry for the delay in getting back to you on this. I don't have an answer to your question yet but I 
wanted to ask if you could send me another copy of the meeting minutes you submitted that documented 
what we said. I can't recall if you sent the minutes or if Matt did. (I don't have the answer to your 
question in my notes and I'm hoping that something in your meeting minutes will jar my memory.) Also, 
would you include your telephone number/contact information at the end of your emails. When folks 
include their contact information in the em ails it saves so much time when we need to contact them 
quickly. 

Thanks. 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
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"Susan Phillips" Thanks H·H--Original Message----

From: 
To: 
Date: 

"Susan Phillips" <SPhillips@gsblaw.com> 
Cheryl Greene/DC/USEPAIUS@EPA 
04127/2011 10:50 AM 

04/27/201110:50:09 AM 

Subject: RE: Request for meeting with BPPD to discuss deficiency letter for RESUL TIX .H EPA Reg. No. 
86865-R 

Thanks 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Tuesday, April 26, 2011 4:54 PM 
To: Susan Phillips 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 

Hi Susan: 

Let me verify this with my scientist and get back to you. 
have an answer by cob tomorrow. 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

From: 
To: 
Cc: 
Date: 

"Susan Phillips" <SPhillips@gsblaw.com> 
Cheryl Greene/DC/USEPA/US@EPA 
"Matt Schneider" <MSchneider@gsblaw.com> 
04/26/2011 02:48 PM 

I should 

Subject: RE: Request for meeting with BPPD to discuss deficiency 
letter for RESULTIX -- EPA Reg. No. 86865-R 

I thought in the teleconference your reviewers decided that 
not needed because we are not getting the TGAI registered. 
incorrect I will send you the CSF as soon as possible. 

Thanks, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Monday, April 25, 2011 6:02 PM 
To: Susan Phillips 

the CSF was 
If this is 

Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
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for RESULTIX -- EPA Reg. No. 86865-R 

Hi Susan: 

We are steadily working through our review of your January 2011 
submitted information. Portions of the review are complete but not 
everything is done. At this point I am aiming to respond on the status 
of the newly submitted information by the end of May. In the 
meantime, I don't appear to have a copy of your revised CSF for the TGAI 
being used in your proposed product. (I probably passed it on to one 
of my reviewers but they work at alternate worksites) Can you 
forward me a copy of the referenced CSF by fax (see below for number) or 
by email. Let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

From: 
To: 
Cc: 
Palma" 

Date: 
Subject: 
deficiency 

"Susan Phillips" <SPhillips@gsblaw. com> 
Cheryl Greene/DC/USEPA/US@EPA 
"Matt Schneider" <MSchneider@gsblaw.com>, "Kathy 

<kpalma@piedmontpharma.com> 
04/25/2011 10:25 AM 

RE: Request for meeting with BPPD to discuss 

letter for RESULTIX -- EPA Reg. No. 86865-R 

Good morning, 
We haven't heard anything from you concerning the submission of 
additional information in support of the registration of RESULTIX that 
was done in January. We would appreciate an update on the status of 
this submission. 

Thank you for your time on this project. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov) 
Sent: Friday, December 10, 2010 12:06 PM 
To: Susan Phillips 
Cc: Hollis.Linda@epamail.epa.gov; Gonzales.Angela@epamail.epa.gov; 
Fuentes.Clara@epamail.epa.gov; Moore.Jacob@epamail.epa.gov 
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Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Thanks for your response. A meeting time of 11:00 am to 12:00 noon on 
Tuesday, December 14, 2010 works for us. If the three of you will be 
calling in from the same number the call-in number is 703 305-0123 
repeat 703 305-0123. If you will be calling from separate numbers, 
please let me know as soon as you can so that I can get a multiple-line 
call in number for the meeting. Also, thanks for the agenda 
information. I will get it out to the folks here ASAP. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB {7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA 

Cc: "Matt Schneider" <MSchneider@gsblaw.com>, Linda 
Hollis/DC/USEPA/US@EPA 

Date: 

Subject: 
letter for 

12/10/2010 07:02 AM 

RE: Request for meeting with BPPD 
RESULTIX -- EPA Reg. No. 86865-R 

to discuss deficiency 

Thanks for your prompt reply. A teleconference on Tuesday from 11-12 is 
the best for us. I will be at GSB on Tuesday for this telcon and 
therefore Matt's number can be used for this purpose (202 298 1787). We 
can add Dr. Palma to the call from our end. If you need to contact me 
before Tuesday, my home number is . 

As for the agenda on Tuesday, the major issues are toxicology and the 
two safety and efficacy studies in cats and dogs {MRID 479253-17 and 
-18). Product chemistry and the draft label deficiencies are easily 
corrected and we see no reason to discuss these during the 
teleconference. 
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The safety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements. Based on the EPA 
deficiency letter, these two studies may not fulfill the companion 
animal toxicity requirements; however, product performance issues only 
concern label statement claims, which are easily correctible by revising 
the product label. 

As for the toxicology deficiencies, the requested citation concerning 
dermal irritation will be submitted to the EPA in its entirety 
{approximately 84 pages) with an introduction indicating where the 
specific information is located in this review article. In addition, we 
are prepared to discuss additional rationales for requesting data 
waivers for the developmental toxicity and the in vitro mammalian cell 
assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity 
data requirements for dogs, cats and humans. Please feel free to 
contact me or Matt if you have further questions in advance of our call 
and we would appreciate confirmation once the conference call time is 
firmed up. 

Thanks very much for fitting this in during a very busy time of the 
year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 5:10 PM 
To: susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable. 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
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The original deficiency letter went out to you in the mail today. 

Please let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Susan: I just left a very detailed message with Matt. I would like 
your telephone number. At any rate, we can not accommodate a face to 
face meeting at anytime next week due to juggling schedules and previous 
commitments. However, my voice message to Matt was that we could 
entertain a con£ call with all key players. I would like to do this 
preferably on Monday. I am available most of the morning and most of 
Tuesday. Wed- Friday are not options for me. I asked Matt that you 
forward a detailed list of topics for discussion. I am assuming that 
you really want to discuss product performance. Please let me know, we 
would be happy to provide further guidance as to how to move forward. 
Also, we recognize that the PRIA2 due date falls on a holiday (the 24th) . 
This essentially means that we will need to wrap this up with regard to 
a renegotiation days prior to that. Please work with Cheryl Greene and 
forward your telephone number. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide 
Programs (7511P) U.S. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 
hollis.linda@epa.gov 
(703) 308-8733 (phone) 
(703) 308-7026 (fax) 
Visit http://www.epa.gov/pesticides 
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"The journey of 1000 miles begins with one step ..... Take the step" 

From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA, "Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: Linda Hollis/DC/USEPA/US@EPA 

Date: 12/09/2010 03:55 PM 

Subject: 
letter for 

RE: Request for meeting with BPPD 
RESULTIX -- EPA Reg. No. 86865-R 

to discuss deficiency 

Thanks very much for your prompt response. 

Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 3:19 PM 
TO: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks, I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantime, let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (75llP) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
washington, DC 20004 

Tel: 703 308-0352 
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Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Your December 3, 2009 application for Section 3 Registration 

PRIAII Code 8600 EPA Decision # 424225 

Good Morning Cheryl, 

I am writing to you in response to your December 3 email to my colleague 
Susan Phillips containing a draft of a the deficiency letter pertaining 
to the above captioned matter. As you know, the draft letter states 
that if the PRIA 2 deadline is not renegotiated by December 17, 2010, 
EPA will issue a can not grant letter. While we have not yet received a 
final deficiency letter, we see that the timeframe available to take 
action before December 17 is very short and so we very much appreciate 
your forwarding the draft. On the assumption that the final deficiency 
letter will be similar or identical to the draft, we need to move 
quickly. Accordingly, on behalf of our client, Piedmont Animal Health, 
we urgently and respectfully request a meeting to discuss the issues 
raised in the letter to clarify certain matters and hopefully reach 
agreement on a new PRIA 2 deadline in advance of December 17. In order 
for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping 
that you would be able to schedule a meeting for Wednesday, December 
15. I recognize this is short notice however, we only received the 
draft notice 14 days in advance of the deadline. We will make ourselves 
available any time on December 15 at your convenience. We very much 
appreciate whatever you can do to arrange the meeting at which Dr. 
Palma, Susan Phillips and I will be in attendance on behalf of Piedmont 
Animal Health. 

Best regards, 

Matt 

MATTHEW R. SCHNEIDER 
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Owner and Managing Director 
Tel I 202.965.1729 Fax I 

D.C. and NY Offices 
mschneider@gsblaw.com 

202.965.7880 X 1787 

GARVEY SCHUBERT BARER 
Washington, DC 20007 

5th Floor 1000 Potomac Street NW 
~ GSBLaw.com 

Unless expressly stated otherwise, any federal tax advice contained in 
this communication {including attachments) is not intended to be used, 
and cannot be used, for the purpose of avoiding federal tax penalties. 

This e-mail is for the sole use of the intended recipient{s). It 
contains information that is confidential and/or legally privileged. If 
you believe that it has been sent to you in error, please notify the 
sender by reply e-mail and delete the message. AnY disclosure, copying, 
distribution or use of this information by someone other than the 
intended recipient is prohibited. 
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RE: Request for meeting with BPPD to discuss deficiency letter for RESUL TIX 
--EPA Reg. No. 86865-R Gl 
Cheryl Greene to: Susan Phillips 0510512011 01:28PM 

Hi Susan: 

Sorry for the delay in getting back to you on this. I don't have an answer to your question yet but I 
wanted to ask if you could send me another copy of the meeting minutes you submitted that documented 
what we said. I can't recall if you sent the minutes or if Matt did. {I don't have the answer to your 
question in my notes and I'm hoping that something in your meeting minutes will jar my memory.) Also, 
would you include your telephone number/contact information at the end of your emails. When folks 
include their contact information in the emails it saves so much time when we need to contact them 
quickly. 

Thanks. 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

"Susan Phillips" Thanks -----Original Message-

From: 
To: 
Date: 

"Susan Phillips" <SPhillips@gsblaw.com> 
Cheryl Greene/DC/USEPA/US@EPA 
04/27/201 t 10:50 AM 

04/27/201110:50:09AM 

Subject: RE: Request for meeting with BPPO to discuss deficiency letter for RESUL TIX --EPA Reg. No. 
86865-R 

Thanks 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto:Greene.Cheryl@epamail.epa.gov) 
Sent: Tuesday, April 26, 2011 4:54 PM 
To: Susan Phillips 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 

Hi Susan: 

Let me verify this with my scientist and get back to you. 
have an answer by cob tomorrow. 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 

I should 
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1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

From: 
To: 
Cc: 
Date: 

"Susan Phillips" <SPhillips@gsblaw.com> 
Cheryl Greene/DC/USEPA/US@EPA 
"Matt Schneider" <MSchneider@gsblaw.com> 
04/26/2011 02:48 PM 

Subject: RE: Request for meeting with BPPD to discuss deficiency 
letter for RESULTIX -- EPA Reg. No. 86865-R 

I thought in the teleconference your reviewers decided that 
not needed because we are not getting the TGAI registered. 
incorrect I will send you the CSF as soon as possible. 

Thanks, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Monday, April 25, 2011 6:02 PM 
To: Susan Phillips 

the CSF was 
If this is 

Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 

Hi Susan: 

We are steadily working through our review of your January 2011 
submitted information. Portions of the review are complete but not 
everything is done. At this point I am aiming to respond on the status 
of the newly submitted information by the end of May. In the 
meantime, I don't appear to have a copy of your revised CSF for the TGAI 
being used in your proposed product. (I probably passed it on to one 
of my reviewers but they work at alternate worksites) Can you 
forward me a copy of the referenced CSF by fax (see below for number) or 
by email. Let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
u.s. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

49



From: 
To: 
Cc: 
Palma" 

"Susan Phillips" <SPhillips@gsblaw.com> 
Cheryl Greene/DC/USEPA/US@EPA 
"Matt Schneider" <MSchneider@gsblaw.com>, "Kathy 

Date: 
<kpalma@piedmontpharma.com> 

04/25/2011 10:25 AM 
Subject: 
deficiency 

RE: Request for meeting with BPPD to discuss 

letter for RESULTIX -- EPA Reg. No. 86865-R 

Good morning, 
We haven't heard anything from you concerning the submission of 
additional information in support of the registration of RESULTIX that 
was done in January. We would appreciate an update on the status of 
this submission. 

Thank you for your time on this project. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Friday, December 10, 2010 12:06 PM 
To: Susan Phillips 
Cc: Hollis.Linda@epamail.epa.gov; Gonzales.Angela@epamail.epa.gov; 
Fuentes.Clara@epamail.epa.gov; Moore.Jacob@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Thanks for your response. A meeting time of 11:00 am to 12:00 noon on 
Tuesday, December 14, 2010 works for us. If the three of you will be 
calling in from the same number the call-in number is 703 305-0123 
repeat 703 305-0123. If you will be calling from separate numbers, 
please let me know as soon as you can so that I can get a multiple-line 
call in number for the meeting. Also, thanks for the agenda 
information. I will get it out to the folks here ASAP. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPDIBPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
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From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA 

Cc: "Matt Schneider" <MSchneider@gsblaw.com>, Linda 
Hollis/DC/USEPA/US@EPA 

Date: 

Subject: 
letter tor 

12/10/2010 07:02AM 

RE: Request for meeting with BPPD 
RESULTIX -- EPA Reg. No. 86865-R 

to discuss deficiency 

Thanks tor your prompt reply. A teleconference on TUesday from 11-12 is 
the best for us. I will be at GSB on Tuesday for this telcon and 
therefore Matt's number can be used for this purpose (202 298 1787). We 
can add Dr. Palma to the call from our end. If you need to contact me 
before Tuesday, my home number is . 

As for the agenda on Tuesday, the major issues are toxicology and the 
two safetY and efficacy studies in cats and dogs (MRID 479253-17 and 
-18). Product chemistry and the draft label deficiencies are easily 
corrected and we see no reason to discuss these during the 
teleconference. 

The safetY and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements. Based on the EPA 
deficiency letter, these two studies may not fulfill the companion 
animal toxicity requirements; however, product performance issues only 
concern label statement claims, which are easily correctible by revising 
the product label. 

As for the toxicology deficiencies, the requested citation concerning 
dermal irritation will be submitted to the EPA in its entirety 
(approximately 84 pages} with an introduction indicating where the 
specific information is located in this review article. In addtion, we 
are prepared to discuss additional rationales for requesting data 
waivers for the developmental toxicity and the in vitro mammalian cell 
assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity 
data requirements for dogs, cats and humans. Please feel free to 
contact me or Matt if you have further questions in advance of our call 
and we would appreciate confirmation once the conference call time is 
firmed up. 

Thanks very much for fitting this in during a very busy time of the 
year. 

Regards, 
susan 

-----Original Message-----
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From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 5:10 PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable. 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
The original deficiency letter went out to you in the mail today. 

Please let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
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Susan: I just left a very detailed message with Matt. I would like 
your telephone number. At any rate, we can not accommodate a face to 
face meeting at anytime next week due to juggling schedules and previous 
committments. However, my voice message to Matt was that we could 
entertain a conf call with all key players. I would like to do this 
preferably on Monday. I am available most of the morning and most of 
Tuesday. Wed - Friday are not options for me. I asked Matt that you 
forward a detailed list of topics for discussion. I am assuming that 
you really want to discuss product performance. Please let me know, we 
would be happy to provide further guidance as to how to move forward. 
Also, we recognize that the pria due date falls on a holiday (the 24th). 
This essentially means that we will need to wrap this up with regard to 
a renegotiation days prior to that. Please work with Cheryl Greene and 
forward your telephone number. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide 
Programs (7511P) u.s. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 
hollis.linda@epa.gov 
(703) 308-8733 {phone) 
(703) 308-7026 {fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1000 miles begins with one step ..... Take the step" 

From: ~susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA, "Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: 

Date: 

Subject: 
letter for 

Linda Hollis/DC/USEPA/US@EPA 

12/09/2010 03:55 PM 

RE: Request for meeting with BPPD 
RESULTIX -- EPA Reg. No. 86865-R 

Thanks very much for your prompt response. 

Susan 

to discuss deficiency 
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-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 3:19 PM 
To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks, I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantime, let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Your December 3, 2009 application for Section 3 Registration 

PRIAII Code B600 EPA Decision # 424225 

Good Morning Cheryl, 

I am writing to you in response to your December 3 email to my colleague 
Susan Phillips containing a draft of a the deficiency letter pertaining 
to the above captioned matter. As you know, the draft letter states 
that if the PRIA 2 deadline is not renegotiated by December 17, 2010, 
EPA will issue a can not grant letter. While we have not yet received a 
final deficiency letter, we see that the timeframe available to take 
action before December 17 is very short and so we very much appreciate 
your forwarding the draft. On the assumption that the final deficiency 
letter will be similar or identical to the draft, we need to move 
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quickly. Accordingly, on behalf of our client, Piedmont Animal Health, 
we urgently and respectfully request a meeting to discuss the issues 
raised in the letter to clarify certain matters and hopefully reach 
agreement on a new PRIA 2 deadline in advance of December 17. In order 
for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping 
that you would be able to schedule a meeting for Wednesday, December 
15. I recognize this is short notice however, we only received the 
draft notice 14 days in advance of the deadline. We will make ourselves 
available any time on December 15 at your convenience. We very much 
appreciate whatever you can do to arrange the meeting at which Dr. 
Palma, susan Phillips and I will be in attendance on behalf of Piedmont 
Animal Health. 

Best regards, 

Matt 

MATTHEW R. SCHNEIDER 

Owner and Managing Director 
Tel I 202.965.1729 Fax I 

D.C. and NY Offices 
mschneider@gsblaw.com 

202.965.7880 X 1787 

GARVEY SCHUBERT BARER I 5th Floor 
Washington, DC 20007 I ~ GSBLaw.com 

1000 Potomac Street NW 

Unless expressly stated otherwise, any federal tax advice contained in 
this communication (including attachments) is not intended to be used, 
and cannot be used, for the purpose of avoiding federal tax penalties. 

This e-mail is for the sole use of the intended recipient{s). It 
contains information that is confidential and/or legally privileged. If 
you believe that it has been sent to you in error, please notify the 
sender by reply e-mail and delete the message. Any disclosure, copying, 
distribution or use of this information by someone other than the 
intended recipient is prohibited. 
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86865-R (isopropyl myristate - RESUL TIX) Efficacy resubmitted data needs to 
be reviewed. 
Cheryl Greene to: Clara Fuentes 04125!20 t1 05:33PM 
Cc: Linda Hollis, Russell Jones, Cole.Leonard 

Hi Clara: 

See my email to Russ below. 

I'm placing on your file room shelf the resubmitted efficacy data for the above referenced product. When 
the full resubmitted data package was beaned back in January, the efficacy part of the package did not get 
beaned to you. Can you review the resubmitted data and let me know if it is now acceptable for the 
registration of the product(?). If you recall, one of the big issues with the data is that the applicant did not 
adequately address companion animal safety. Along with the efficacy data package I have also included 
a copy of the deficiency letter that we sent out to the applicant back in December 2010 and a copy of the 
revised CSF for your reference. i will stop by tomorrow to discuss. Thanks 

Best regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308~7026 
Email: greene.cheryl@epa.gov 
----Forwarded by Cheryl Greene/DC/USEPA/US on 04/2512011 05:23PM---

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Russ: 

Cheryl Greene/DC/USEPA/US 
Russell Jones/DC/USEPA/US@EPA 
Linda Hollis/DC/USEPA/US@EPA 
04/25/2011 03:49PM 
Fw: 86865-R Efficacy and Product chemistry resubmitted data needs to be reviewed. 

I'm placing in your file room in box the resubmitted product chemistry and efficacy data for the above 
referenced action. Leonard beaned this package to you back in January on my behalf. However, I 
neglected to alert you that the package needed to be broken up with the tax, product chemistry and 
efficacy data sets getting reviewed separately. Consequently, the entire package got assigned to Angela 
who was only responsible for the tax section of the data package. Angela has completed her review 
back in March. I just started reading Angela's review and realized that the product chemistry and 
efficacy reviews have not been done. Hence, I am placing them on your shelf to be parsed out to Jacob 
and Clara respectively. Based on our the initial product chemistry and efficacy deficiencies, I don't 
expect that Jacob and Clara will have much trouble with the reviews or take too much time. 
Unfortunately, the PRIA 2 due date for this action is May 24, so, I do need to ask for a quick tum-a-round. 
Is this possible? Should we talk? 

Cheryl F. Greene 
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Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
----Forwarded by Cheryl Greene/DC/USEPA/US on 04/25/20t t 03:36PM----

From: 
To: 

Date: 

Russell Jones/DC/USEPA/US 
Angela Gonzales/DC/USEPA/US@EPA, Leonard Cole/DC/USEPA/US@EPA, Cheryl 
Greene/DC/USEPA/US@EPA 
01/24/201 t 03:05PM 

Subject: 86865-R transferred to Angela - Not sure who RAL is; Bean says Leonard, but I thought Cheryl 
had this one - Please clarify 

Transferred to Angela 01/24/20 II 

Review Date 
Priority A. I. (Reg. No.) 

Date Rec'd Pria Date 
Ispropyl Myristate 
() 

RAL 

L. Cole? 
C. Greene? 

REVIEW DUE DATE= 08/25/2011 

Study Type Status 

Response to Deficiencies tnQueue ( 
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86865-R (isopropyl myrtstate - RESUL TIX) Efficacy resubmitted data needs to 
be reviewed. 

Cheryl Greene o Jacob Moore 04/25/2011 05:51 PM 

Cc: Linda Hollis, Russell Jones, Cole.Leonard 

Hi Jacob: 

See my email to Russ below. 

I'm placing on your file room shelf the applicant's response to the product chemistry deficiencies noted in 
your December 2010 deficiency letter for the referenced product. When the full resubmitted data 
package was beaned back in January, the applicant's response to product chemistry deficiencies did not 
get beaned to you. Can you review the response (revised CSF) let me know if it is now acceptable for 
the registration of the product(?). If you recall, the deficiencies were pretty much minor (incorrect certified 
limit values, missing information on the source of the AI, etc.) Along with the product chemistry 
resubmission (CSF), I have also included a copy of the deficiency letter that we sent out to the applicant 
back in December 2010 for your reference. Is it possible to get your response to the new CSF by May 15, 
11? I will stop by tomorrow to discuss. Thanks 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
--- Fo!Warded by Cheryl Greene/DC/USEPAJUS on 04/25/2011 05:23PM----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Russ: 

Cheryl Greene/DC/USEPAIUS 
Russell Jones/DC/USEPA/US@EPA 
Linda Hollis/DC/USEPA/US@EPA 
04/25/2011 03:49 PM 
Fw: 86865-R Efficacy and Product chemistry resubmitted data needs to be reviewed. 

I'm placing in your file room in box the resubmitted product chemistry and efficacy data for the above 
referenced action. Leonard beaned this package to you back in January on my behalf. However, I 
neglected to alert you that the package needed to be broken up with the tax, product chemistry and 
efficacy data sets getting reviewed separately. Consequently, the entire package got assigned to Angela 
who was only responsible for the tax section of the data package. Angela has completed her review 
back in March. I just started reading Angela's review and realized that the product chemistry and 
efficacy reviews have not been done. Hence, I am placing them on your shelf to be parsed out to Jacob 
and Clara respectively. Based on our the initial product chemistry and efficacy deficiencies, I don't 
expect that Jacob and Clara will have much trouble with the reviews or take too much time. 
Unfortunately, the PRIA 2 due date for this action is May 24, so, I do need 1o ask for a quick turn-a-round. 
Is this possible? Should we talk? 
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Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308~7026 
Email: greene.cheryl@epa.gov 
---Forwarded by Cheryl Greene/DC/USEPAIUS on 04/25/2011 03:36PM---~ 

From: 
To: 

Date: 

Russell Jones/OC/USEPA/US 
Angela Gonzales/DC/USEPAIUS@EPA, Leonard Cole/DC/USEPA/US@EPA, Cheryl 
Greene/DC/USEPAIUS@EPA 
0112412011 03:05 PM 

Subject: 86865-R transferred to Angela - Not sure who RAL is; Bean says Leonard, but I thought Cheryl 
had this one - Please clarify 

Transferred to Angela 01/24/2011 

Review Date 

Priority A. I. (Reg. No.) 
Date Rec'd Pria Date 

Ispropyl Myristate 
() 

RAL 

L. Cole? 
C. Greene? 

REVIEW DUE DATE= 08/25/2011 

Study Type Status 

Response to Deficiencies InQueue ( 
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* * * Registration Information * * * 

Registration: 86865-R - RESULTIJLTM _____ _ 

Company: 86865- PIEDMONT ANI"M~A~L~H~EA""oLT~H,_ _____ _ 

Risk Manager: AM 91 -Andrew Bryceland - (703) 305-6928 Ro~~.!_~1 S~·~8~91~1,_ __ _ 

Risk Manager Reviewer: Leonard Cole L~C~O~L~E~0~2 _____ _ 

Sent Date: 11-Jan-201 t 

Type of Registration: !:'_roduct_~llistra1ion- Seclion 3 

Action Desc: (8600) NEW AI;NON-FOOD USE;MICROBIAUBIOCHEMICAL; 

Ingredients: 000207, Isopropyl myristate  

* * * Data Package Information * * * 

Expedite: 0 Yes 8 No Date Sent: 21-Jan-201 t 

DP Ingredient: 000207, Isopropyl myrist~~------------

DP Title: ___ _ 

CSF Included: 8 Yes 0 No Label Included: 8 Yes 0 No Parent DP #: 

Decision #: 424225 

DP #: (386086) 

PRIA 

Parent DP #: 

Submission #: 888652 

Assigned To Date In Date Out /)1 (\ / d 
____ Last Possible Science Due Date: ~~ Organization: BPPD I BPB 

Team Name: AM 91 

Reviewer Name: Gonzales, A~ela ________ ~----

Contractor Name: 

* * * Studies Sent for Review * * * 
Printed on Page 2 

Science Due Date: 

Sub Data Package Due Date: ·····--···------

***Additional Data Package for this Decision*** 
Can be printed on its own page 

* * * Data Package Instructions * * * 
Attention Russell Jones, Ph.D.: Russ, would you forward1his data package to your reviewer for evaluation. This is information submitted in 
response to a deliciency letter sent to Piedmont Animal Health. The producl is Resultix with the new active ingredient is Isopropyl myristate. 
The Phase IV due date is MAY 25, 20t t. 
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DP#: {386086) 

48348204 

48348202 

48348201 

48348202 

48348201 

48348204 

48348201 

4834820t 

48348203 

48348202 

48348203 

Page 2 

• • • Studies Sent for Review • • • 

S!~;;~~~;~~;~~;;~~·~~:~:~ i Including Isopropyl 
~ study prepared by Piedmont Animal 

I 123 p. 
Young, D. (201 t) Pivotal Study to Determine Safety and Efficacy 
at Isopropyl Myristate (I PM) Tick Spray Against Rhipicephalus 
sanguineus and Dermacentor variabilis on Cats: Amended Final 
Report. Project Number: PAH/09/0065. Unpublished study 
prepared by Young Veterinary Research Services. 85 p. 
Phillips, S.; Barer, G. (2011) Published Articles Concerning the 
Safety of Myristic Acid and its Derivatives, Including Isopropyl 
Myristate. Unpublished study prepared by Piedmont Animal 
Health. t23 p. 
Phillips, S.; Barer, G. (2011) Discussion of Submitted Information: 
(RESULTIX End-Use Product). Unpublished study prepared by 
Piedmont Animal Health. 67 p. 
Phillips, S.; Barer, G. (20t f) Published Articles Concerning the 
Safety of Myristic Acid and its Derivatives, Including Isopropyl 
Myristate. Unpublished study prepared by Piedmont Animal 
Health. 123 p. 
Phillips, S.; Barer, G. (2011) Discussion ot Submitted Information: 
(RESUL TIX End-Use Product). Unpublished study prepared by 
Piedmont Animal Health. 67 p. 
Young, D. (2011) Pivotal Study to Determine Safety and Efficacy 
of Isopropyl Myristate (I PM) Tick Spray Against Rhipicephalus 
sanguineus and Dermacentor variabilis on Cats: Amended Final 
Report. Project Number: PAH/09/0065. Unpublished study 
prepared by Young Veterinary Research Services. 85 p. 
Phillips, S.; Barer, G. (2011) Discussion ot Submitted Information: 
(RESULTIX End-Use Product). Unpublished study prepared by 
Piedmont Animal Health. 67 p. 
Phillips, S.; Barer, G. (2011) Discussion of Submitted Information: 
(RESUL TIX End-Use Product). Unpublished study prepared by 
Piedmont Animal Health. 67 p. 
Young, D. (2011) Pivotal Study to Determine Safety and Etficacy 
of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus 
sanguineus and Dermacentor variabilis on Dogs: Amended Final 
Report. Project Number: PAH/09/0036. Unpublished study 
prepared by Young Veterinary Research Services. 83 p. 
Phillips, S.; Barer, G. (2011) Published Articles Concerning the 
Safety of Myristic Acid and its Derivatives, Including Isopropyl 
Myrista1e. Unpublished study prepared by Piedmont Animal 
Health. t23 p. 
Young, D. (201 f) Pivotal Study to Determine Safety and Efficacy 
of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus 
sanguineus and Dermacentor variabilis on Dogs: Amended Final 
Report. Project Number: PAH/09/0036. Unpublished study 
prepared by Young Veterinary Research Services. 83 p. 

Decision#: (424225) 

870.7200/Companion animal safety 

870.5300/ln vitro mammalian cell 
gene mutation test 

870.5375/ln vitro mammalian 
chromosome aberration test 

870.5375/Jn vitro mammalian 
chromosome aberration test 

870.3700/Prenatal developmental 
toxicity study 

810.3300ffreatments to control 
pests of humans and pets 

870.5300/Jn vitro mammalian cell 
gene mutation test 

870.7200/Companion animal safety 

810.3300ffreatments to control 
pests ot humans and pets 

870.3700/Prenatal developmental 
toxicity study 

870.7200/Companion animal safety 
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DRAFT Page 3 of 4 

BACK PANEL 
DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. 

For the treatment of ticks on dogs and cats. 
• Use when you see a tick or ticks on your dog or cat. 
• Remove cap and hold pump bottle upright, direct nozzle at tick and spray until tick is covered 

with solution (2 sprays). 
• Dispose of dead ticks. 

For external use only. 

Wash hands after use. 

Do not use near dog's or eat's eyes. 

Stop and ask a vet if skin irritation 9r infection is present or develops during use of product. 

Keep away from open flames 

Store at 59° F- 86° F (!5° C- 30° C) 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: 
Store in a dry place away from extreme heat and cold (tightly closed at or below+ 30°C). Keep 
container closed when not in use. Always store pesticide in the original container. Store away 
from food and pet food. 
In case offrre or other emergency, report at once by toll-free telephone to CHEMTREC (800-
424-9300). 

Pesticide Disposal and Container Handling: 
Nonrefillable container. Do not reuse or refill this container. 
If empty: place in trash or offer for recycling if available. 
If partly filled: call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

NOTICE: Seller warrants that the product conforms to its chemical descrip~i;:;r. and is' 
reasonably fit for the purposes stated on the label when used in accordance witll directions , 
under normal conditions of use. Neither this warranty nor any other warravty Or 
merchantability or fitness for a particular purpose, express or implied, extends to the use 0fthis 
product contrary to label instructions, or 1.mder abnormal conditions, or under conditiuns not 
reasonably foreseeable to Seller, and Buyer assumes the risk of any such use. 
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DRAFT Page 4 of 4 

ANY PANEL (Do not substitute these for required statements) 

Label Claims (one or more in various combinations, located in various places throughout the 
box and bottle/insert labels) 

Breakthrough in tick treatments 

Clinically proven 

Convenient and easy to apply as soon as you see a tick on your pet 

Even kills "super ticks", the ones that have built up resistance to traditional pesticide treatments 

For the Treatment of Ticks on Dogs and Cats 

Free of conventional pesticides 

Guaranteed effective 

Kills ticks on pets 

No conventional pesticides 

Patented spray formula softens the waterproof outer waxy layer of the tick's body, resulting in 
rapid dehydration 

Recommended to use on its own or in conjunction with other flea and tick control medications 

Safe for you and your family 

Safe to use on pets 

Simple way to kill more than 90% ofticks on your pet that's completely non-toxic to animals, 
odorless and pesticide-free 

Tick Killing Solution ™ 

Works to reduce human exposure to tick-borne diseases (when used in conjunction with safe tick 
removal practices) 
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UNITED STATES ENVIRONMENTAL PRDTECTii-.. AGENCY 
WASHINGTON, D.C. 20460 

MEMORANDUM 

DATE: March 28,2011 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

SUBJECT: Science Review in Support ofResultixTM, Containing 50% Isopropyl Myristate As 
Its Active Ingredient. 

FROM: 

TO: 

Decision Number: 424225 
DP Number: 383262 and 386086 
EPA File Symbol Number: 86865-R 
Chemical Class: Biochemical 
PC Code: 000207 
CAS Number: 110-27-0 
Active Ingredient Tolerance Exemptions: Nonfood-use 

MRID Numbers: 47925309- 47925316, 47925319, 48348201-48348202 

Angela L. Gonzales, Biologist 
Biochemical Pesticides Branch 

~(___.Uv~ 3/t-e(,, 

Biopesticides & Pollution Prevention Division (7511P) 

Cheryl Greene, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (7511 P) 

ACTION REQUESTED 

In response to the request for additional mammalian toxicology data and information discussed in 
a memorandum from A. L. Gonzales to C. Greene dated November 16, 2010 and relayed in a 
letter to the registrant dated December 9, 2010, the registrant has submitted a revised proposed 
label and additional information in MRIDs 48348201 A8348202 and in a cover letter dated 
January 10,2011. This memorandum is a review of the submitted information. Summaries of 
studies (MRIDs 47925309-47925316, 4 7925319) that accompanied the original submission are 
also provided. 
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Isopropyl Myristate 
PC Code: 000207 
Type of Review: Toxicology 

2 

RECOMMENDATIONS AND CONCLUSIONS 

1. The toxicology submission is ACCEPTABLE. 

DP Number: 383262 and 386086 
EPA File Symbol No.: 86865-R 

MRID 4 7925309-SUPPLEMENT AL MRID 4792531 0-ACCEPT ABLE 
MRID 47925311-ACCEPT ABLE MRID 47925312-ACCEPTABLE 
MRID 47925313-ACCEPT ABLE MRID 4 7925314-ACCEPT ABLE 
MRID 47925315-UNACCEPTABLE MRID 47925316-ACCEPTABLE 
MRID 47925319-NOT REVIEWED MRID 48348201-ACCEPTABLE 
MRID 48348202-ACCEPTABLE 

Regarding Isopropyl Myristate: 

a. All data requirements have been satisfied at this time. 

Regarding Resultix™: 

a. All data requirements have been satisfied at this time. 

RISK ASSESSMENT AND STUDY SUMMARIES FOR ISOPROPYL MYRISTATE 

I. Introduction 

Isopropyl myristate is an ester that is synthesized from the reaction of myristic acid and isopropyl 
alcohol. The proposed end-use product (EP) is intended for use on cats and dogs to kill ticks. 
The mode of action of the active ingredient is desiccation; the chemical dissolves the cuticle on 
the surface of the insect. 

The chemical is exempt from the requirement of a tolerance under 40 CFR 180.910 as an inert 
ingredient in pesticide formulations applied to growing crops or raw agricultural commodities 
after harvest. It is also approved for use in nonfood pesticide formulations as an inert ingredient. 
Isopropyl myristate is used in a variety of personal care products including antiperspirants, 

lotions, make-up, hand-sanitizers and anti-itch creams (Household Products Database, 2010) and 
in otic and topical pharmaceutical products (FDA Inactive Ingredients Database, 20 II). The 
chemical is used in approximately 881 cosmetic products at concentrations ranging from 
0.00008-78% (MRID 48348202). 

II. Human Health Assessment 

A. Toxicology (MR!Ds 47925309,47925316,47925319, 48348201-48348202) 

All toxicology data requirements have been satisfied per 40 CFR 158.2050. The data presented 
in Table I below are a summary of the toxicity data and selected endpoints for isopropyl 
myristate. Refer to the DERs for more information. DERs were not created for MRIDs 
48348201-48348202; these MRIDs contain information and data to support data and information 
presented in MRID 47925309. Refer below for more detailed information regarding data 
submitted. 
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Isopropyl Myristate 
PC Code: 000207 
Type of Review: Toxicology 

3 
DP Number: 383262 
EPA File Symbol No.: 86865-R 

Table 1. Mammalian Toxicology Data and Selected Endpoints for isopropyl myristate (40 CFR § 158.2050) 

Study/OCSPP Guideline No. Results1 Toxicity 
MRID 

Cate~oryffiescription 

Acute oral toxicity (ral) 
LD50 > 13.6 glkg IV 47925309 

(870.1 100) 48348202 

Acute dermal1oxicity (rabbit) 
47925309 

LDso"" 5000 mg/kg Ill 48348202 
(870.1200) 

HSDB, 2011 

Acute inhalation toxicity (rat) 
47925309 

LCs0 >33-41 mg/L2 IV 48348202 
(870.1300) 

HSDB, 2011 

Primary eye irritation (rabbit) 
47925309 

Minimally irritating Ill 48348202 
(870.2400) 

1-ISDB, 2011 
Primary dennal irritation (rabbit 47925309 
guinea pig, rat) Minimally- severely irritating3 II 48348202 

I (87o.25oo) HSDB,2011 

Dermal sensitization (guinea pig) 
47925309 

Not a sensitizer N/A 48348202 
(870.2600) 

HSDB, 2011 
Hypersensitivity incidents 

Must be repOlted N/A N!A 
(885.3400) 

Repeal human oral exposure is not expected 
based on the use pattern. 

A 28-day non-guideline oral toxicity study 
was submitted on the EP but is classified as 

47925315 
90-Day oral toxicity unacceptable due to deficiencies in the study. 
(870.31 00) 

A 28-day oral toxicity study conducted in rats 
HSDB,2011 

at 0, 100, 500 or I 000 mglkg bw-day resulted 
in a NOAEL of?: IOOO mglkg bw. The 
LOAEL could not be determined (no adverse 
effects at the highest dose tested).·, 
No purposeful application 10 the human skin 
based on use pattern. Prolonged dermal 
exposure is not expected. 48348201 

90-Day dermal toxicity (pig) 
A 28-day non-guideline dermal toxicity study 

(870.3250) 
in pigs was submitted on the EP. The dermal 
LOAEL could not be determined (no adverse 47925316 
effects at the highest dose tested) and the 
NOAEL > 196.3-321.3 mg/kf!: bw. 3 

66



Isopropyl Myristate 
PC Code: 000207 
Type of Review: Toxicology 

4 
DP Number: 383262 
EPA File Symbol No.: 86865-R 

Table I. Mammalian Toxicology Data and Selected Endpoints for isovroo ,I mvristate (40 CFR S 158.2050) 

Study/OCSPP Guideline No. Results1 Toxicity 
MRID Category/Description 

No likelihood of significant repeat inhalation 
exposure based on use pattern and low 
volatility of the active ingredient. 

A I 3-week inhalation study conducted in 
guinea pigs with an aerosol formulation 
containing 16-20% isopropyl myristate at 0, 47925309 
63.3, or 224 mgfm3 resulted in increased 

90-Day inhalation toxicity absolute and relative lung weights. No other 
48348201 

(870.3465) treatment-related effects were observed. 3 

A \3-wcek inhalation study conducted in 
HSDB, 20\J 

cynomolgus monkeys with the same 
formulation at 0, 5.3, 8.4, 33.6, or 37.0 mglm1 

resulted in accumulations ofmacrophages 
within the bronchiolar and alveolar walls that 
were dosc·relatcd in treated monkeys. No 
other treatment-related effects were noted. 3 

Mutagenicity·bacterial reverse Negative at 4, 20, 100, 500, 2500 f!g/plate 
mutation test (Ames) with and without metabolic activation in HSDB, 201 I 
(870.5100) Salmonella tvohimurium. 3 

No data were submitted. However, significant 
48348201 

human exposure is unlikely; isopropyl 
myristatc is not structurally related to a known 
mutagen and does not belong to a chemical 
class of compounds containing a ki\OWn 

Mutagenicity·in vitro mammalian mutagen. 
cell assay (870.5300 and 870.5375) 47925309 

A life·timc dermal carcinogenicity study 
HSDB, 201\ 

conducted in mice at \0%,50% and 100% 
isopropyl myristate diluted in acetone resulted 
in no difference in skin tumor frequency when 
compared to controls. 3 

Developmental toxicity 
No data submitted. However, significant 

47925309 
exposure to female humans is unlikely based 

(870.3700) 
on use oattern and low volatilitv. 

48348201 

' AI 1 data c1ted were subm1tted from the open sc1ent1fie literature. 
z Study conducted on an aerosol formulation containing 16-20% isopropyl myristate (nominal concentration of 33-41 mg!L). 
3 Refer below for discussion of results. 

1. Acute Toxicity 

All data cited from the registrant to satisfy the biochemical pesticide data requirements were 
submitted from the open scientific literature. Additional data were obtained using the Hazardous 
Substances Database (HSDB) from the National Library of Medicine. Isopropyl myristate is of 
low acute oral, acute dermal and acute inhalation toxicity. An additional acute inhalation toxicity 
study available in the HSDB (20 11) indicated no mortality or significant adverse effects when 
rats were exposed to a aerosol formulation containing 4.7% isopropyl myristate (9.7 mg/L) for 
four 15-minutes periods. Several eye irritation studies conducted on rabbits indicate that the 
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chemical is nonirritating to minimally irritating. Studies on the dermal irritation of isopropyl 
myristate have yielded mixed results. The majority of these studies indicate that the chemical is 
minimally irritating when applied to rabbits. However, one study indicated severe irritation in 
rabbits, moderate irritation in guinea pigs and mild irritation in rats. The Agency has 
conservatively classified isopropyl myristate into toxicity category II for eye irritation based on 
the results of this study, although it is likely based on the results of the other studies that the 
chemical is only mildly irritating. The active ingredient is not considered to be a skin sensitizer. 

A dermal pharmacokinetic, safety and tolerance study on the EP in humans was submitted in 
MRID 47925319. This study was not required and not reviewed. 

2. Subchronic Toxicity 

90-Day Oral 

A 28-day non-guideline oral toxicity study was submitted on the EP (MRID 47925315) but is 
classified as unacceptable due to deficiencies in the study. Refer to the DER for more 
information. 

In a 28-day non-guideline oral toxicity study, Wistar rats were exposed to isopropyl rnyristate via 
gavage once per day for five days a week at 0, 100, 500 or 1000 mg/kg bw. No treatment-related 
mortality or adverse effects were observed. Hyperplasia of the forestomach mucosa was 
recorded in all the test groups, including the control group. The injury was reversible following 
the 14-day recovery period. The NOAEL is:> 1000 mg/kg bw; the LOAEL could not be 
determined (no adverse effects at the highest dose tested). (HSDB, 2011) 

Repeat human oral exposure is not expected based on the use pattern; the proposed use of 
isopropyl myristate is not food-use and will be applied dermally to cats and dogs to kill ticks. 

90-Day Dermal 

In a 28-day non-guideline dermal toxicity study, Landrace-Duroc pigs were exposed to the 
proposed product (Resultix) every three days. The applied doses were equivalent to 0, 20.31-
33.89, 59.62-94.43, or 196.3-321.3 mg/kg bw. No mortality or adverse treatment related effects 
were observed. At the highest dose, there was a slight increase in male pituitary weights and 
there was an equivocal increase in female adrenal weights. These changes were not detected by 
the end of the 14-day recovery period. These observations may be treatment-related, but are not 
considered toxicologically significant due to the lack of associated findings or changes in the 
evaluated toxicological parameters. The NOAEL is 2: 196.3-321.3 mglkg bw and the LOAEL 
could not be determined (no adverse effects at the highest dose tested). Refer to the DER for 
more information. 
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Prolonged dermal exposure to the human skin is not expected as the proposed product is not 
purposely applied directly to the skin. 

90-Day Inhalation 

In a 13-week inhalation study, guinea pigs were exposed for three one-hour periods every day to 
an aerosol formulation containing 16-20% isopropyl rnyristate at 0, 63.3, or 224 rng/rn3

. At four 
weeks, half of the animals were sacrificed. One female died during the course of the study from 
unknown causes. There was an increase in absolute and relative lung weights in the treated 
animals compared to the control animals. No other adverse treatment-related effects were 
observed during gross necropsy and histology in the animals that were sacrificed at four weeks 
and 13 weeks. 

In a 13~week inhalation study, cynomolgus monkeys were exposed for three one~ hour periods 
every day to the same formulation used in the guinea pig study (above) at 0, 5.3, 8.4, 33.6, or 
37.0 rng/m 3

. During the study, coughing and wheezing were observed and there was a bloody 
nasal discharge in two of the animals exposed to the 8.4 rng/rn3 dose. Accumulations of 
rnacrophages within the bronchiolar and alveolar walls were observed and were dose~ related in 
treated monkeys. No other adverse treatment~related effects were noted. 

Significant repeat inhalation exposure is unlikely based on the use pattern and low volatility of 
the active ingredient (<1 Torr at 20° C). 

3. Developmental Toxicity 

There are no developmental toxicity data for isopropyl myristate. However, significant exposure 
to female humans is not expected from the proposed product's use under widespread and 
commonly recognized practice. Oral exposure is not expected and would be incidental based on 
the proposed product's use pattern and significant inhalation exposure is not expected based on 
the low volatility of the chemical. Although dermal exposure may occur during application of 
the product and handling of animals post~application, significant exposure is not expected based 
on the proposed product's use pattern as a contact pesticide used to kill ticks. Additionally, 
female humans are already exposed to the chemical in cosmetic, personal care and 
pharmaceutical products. 

4. Mutagenicity 

Results were negative in an Ames mutagenicity assay with and without metabolic activation 
using Salmonella typhimurium strains TA98, TA!OO, TA\535, TA\537 and TA\538 at 
concentrations of 4, 20, 100, 500 and 2500 j.!g/plate. ln a similar Ames assay, results were 
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negative using the same S. typhimurium strains with and without metabolic activation at a 
concentration of 50 mg/mL. Isopropyl myristate was non-mutagenic in these assays. 

Data from an in vitro mammalian mutagenicity assay are unavailable. However, significant 
human exposure is unlikely; isopropyl myristate is not structurally related to a known mutagen 
and does not belong to a chemical class of compounds containing a known mutagen. 

In a life-time dermal carcinogenicity study, I 0%, 50% and 100% isopropyl myristate diluted in 
acetone applied to the backs of female Swill mice resulted in no difference in skin tumor 
frequency when compared to controls. Negative and positive controls were employed. In 
another dermal carcinogenicity study conducted in Swill albino mice, isopropyl myristate was 
applied once per week for 19 months at a concentration of I% in acetone (42.5-56.6 mg.kg/wk
initially-dose decreased as mice grew). Negative and positive controls were employed. Of the 
20 mice treated with isopropyl myristate, five escaped during treatment and four died before the 
end of the exposure period. No tumors were observed on the remaining 11 surviving mice or the 
four mice that died before the end of the exposure period. 

B. Dose Response Assessment 

No relevant toxicological endpoints were identified; therefore, a dose response assessment is not 
required. 

C. Drinking Water Exposure and Risk Characterization 

Based on the proposed use pattern of isopropyl myristate as a contact pesticide to kill ticks on 
dogs and cats, pesticide residues in drinking water are not expected when products are used 
according to label instructions. Pesticide application to pets is generally considered by the 
Agency to be an indoor use pattern; therefore, isopropyl myristate residues in drinking water are 
highly unlikely. 

D. Occupational, Residential, School and Day Care Exposure and Risk Characterization 

1. Occupational Exposure and Risk Characterization 

An occupational exposure assessment was not conducted for isopropyl myristate. Based on the 
proposed use pattern and toxicity data available to the Agency, anticipated exposure is not likely 
to result in unreasonable risk to humans. No relevant toxicological endpoints were identified m1d 
significant exposure in an occupational setting is not expected. 
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2. Residential, School and Day Care Exposure and Risk Characterization 

A residential, school and day care exposure assessment was not conducted for isopropyl 
myristate. Based on the use pattern, school and day care exposures are unlikely. Although the 
proposed product will be used in residential settings, based on the proposed use pattern and 
toxicity data available to the Agency, anticipated exposure is not likely to result in unreasonable 
risk to humans. No relevant toxicological endpoints were identified and significant exposure in a 
residential setting is not expected. 

E. Risk Characterization 

The Agency has considered isopropyl myristate in light of the relevant safety factors in FIFRA. 
A determination has been made that no unreasonable adverse effects to the U. S. population in 
general, and to infants and children in particular, will result from the use of this chemical when 
label instructions are followed. 

STUDY SUMMARIES FOR RESUL TIX™ 

Toxicology (MRIDs 47925309- 47925314) 

All data requirements have been satisfied per 40 CFR 158.2050. The data presented in Table 2 
below are a summary of the toxicity data and infonnation submitted to support the EP, 
Resultix™. Refer to the DERs for more information. 
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Teble: ' ·Dato JCFR§ 
Study/OCSPP Guideline No. Results Toxicity MRID 

; 

Acute oral toxicity (ral) No data ' I nhe EP. Ba>ed on 

(870.1100) reportc~t~~~~ ~alues fo; ;~~~<~ctive and inert ))) 47925309 

Acute dermal toxicity (rat and rabbit 
LD;o > l mglkg (mbblt) 

IV 
(870.1200) 

LD,, > 5.050 mtdke lmt\ 

Acute inhalation toxicity (rat) 
No dete i nhe EP. Ba"d on 

reporte~~~>~h:alues for the active and inert IV 47925309 
(870.1300) · · i nn,•2.7mtdL 

:::'::~".?:' ; ; 1 (mbbll) 
Minimally irritating IV 

I? 

l'timery.docmel i o (mbblt) 
Nonirritating IV 47925313 

Dec~;;; l l , (goinee pig) 
Not a sensitizer 47925314 

; 
Musl be reported rii; "om 

The test substance utilized in some of the toxicity studies is referenced by different names, 
including "Resultix Tick Spray", "Pediculocide IOO", "Piedmont Pediculocide I" and "Piedmont 
Pediculocide 2". The registrant has verified in MRID 48348201 that the test substance in these 
studies is identical to the proposed product, "Resultix™". 

REFERENCES 

FDA Inactive Ingredients Database. 20 I1. "Isopropyl Myristate". U.S. Department of Health and 
Human Services. February 28, 2011. 
< http://www.accessdata.fda.gov/scripts/cder/iig/getiigWEB.cfm> 

Household Products Database. 2010. "Isopropyl Myristate". U.S. Department of Health and 
Human Services, National Library of Medicine. February 28,2011. 
< http:/ /hpd.nlm.nih.gov/cgi-binlhousehold/search?queryx= IIO-27-
O&tbl~Tbl Chemicals&prodcat -all> 

cc: Angela L. Gonzales, Cheryl Greene, BPPD Science Review File, IHAD/ARS 
A. L. Gonzales, FT, PY·S: 3/28/11 
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DATA EVALUATION RECORD 

EPA Seconda Reviewer: An cia L. Gonzales 3/28/11/s/ 
STUDY TYPE: Miscellaneous Toxicology Information to Satis 

Requirements 
MRID NO: 47925309 

DECISION NO: 424225 
DP BARCODE: DP372778 

TEST MATERIAL: Resultix TM (EP). Isopropyl Myristate (AI) 
PROJECT STUDY NO: Not Applicable 

SPONSOR: Piedmont Animal Health, 204 Muirs Chapel Road, Suite 200, 
Greensboro, NC 27410. 

TESTING FACILITY: Not Applicable 
TITLE OF REPORT: Miscellaneous Toxicology Information 

AUTHOR: Phillips, S. and Barer, G. S. 
STUDY COMPLETED: Not Applicable 

CONFIDENTIALITY A signed and dated Statement of No Data Confidentiality Claims 
CLAIMS: was included. 

GOOD LAB ORA TORY A signed and dated GLP statement was included. The infonnation 
PRACTICE: is not a study by itself but consists of a compilation of data from 

various sources; therefore, it does not meet the requirements of 

CONCLUSION: 

CLASSIFICATION: 

40 CFR Part !60. 
MRJD 47925309 is a summary of studies submitted to fulfill the 
Tier I data requirements for Resultix TM (EP)/ Isopropyl 
Myristate (AI). It also includes justifications and rationales for 
use of alternate studies or for not conducting studies for some 
requirements. Guideline studies were submitted for acute dermal 
toxicity (870.1200), acute eye irritation (870.2400), acute dermal 
irritation (870.2500), skin sensitization (870.2600), 28-day oral 
toxicity (870.3050), 2!128-day dermal toxicity (870.3200), and 
companion animal safety (870.7200) on the EP. For all other 
data requirements for the EP and AI, other studies and/or 
information were submitted for the remaining Tier 1 
requirements. 

~~ 
Supplemental: additional datal-information to support data 
requirements were provided in MRIDs 48348201-48348202. 

*CONTAINS CONFIDENTIAL BUSINESS INFORMATION* 

I. INTRODUCTION 

MRID 47925309 is a summary of data submitted to fulfill the Tier I data requirements for 
Resultix TM (EP)/ Isopropyl Myristate (Active Ingredient). The EP, Resultix TM is a 50% 
w/w solution oflsopropyl Myristate (IPM) and  (Inert). 

A. SUMMARY OF STUDIES 

Acute Oral Toxicity (OPPTS 870.IIOO) 
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Acute oral toxicity guideline studies were not included in the registration submission; 
however, other studies were substituted for this requirement. Oral rat LD5o values of> 13.6 
g/kg (Tox Category IV) and >4800 mg/kg (Tox. Category III) were reported for !PM (CIR, 
1982) and   respectively. An oral rat LDro of>l6 g/kg has been 
reported for IPM (RTECS, 1997). The authors report that the two chemicals are not 
expected to react chemically with one another, and no toxicological potentiation is 
expected. Therefore, the classification is Toxicity Category III (LDso>4800 mg/kg). A 28-
day repeated-exposure rat oral toxicity study ofResultix is used to support this conclusion; 
minimal adverse effects noted at doses of3-15 mL/kg, resolved after a 14-day recovery 
period (Volume 16 of submission; MRlD 47925315). 

Acute Dermal Toxicity (OPPTS 870.1200) 

A dermal rabbit LD50 value of 5 g/kg (Tox Category III) was reported for !PM (CIR, 1982; 
RTECS, 1997; HSDB, 2003). A dermal LDso value of>5050 mg/kg (Tox Category III) was 
reported for Resultix in both rabbits and rats (Volumes II and 12 of submission; MRlDs 
47925310 & 4 7925311 ). 

Acute Inhalation Toxicity (OPPTS 870.1300) 

Acute inhalation toxicity guideline studies were not included in the registration submission; 
however, other studies were substituted for this requirement. An inhalation rat LC of> 33 
mg/L (Tox. Category IV) has been reported for !PM (CIR, 1982; RTECS, 1997). 
Inhalation rat LC5o values of2.7 mg!L ( ) (Tox Category III) and 8.7 mg!L 

) (Tox. Category III) were reported for .  
 ) 

(Tox. Category IV). The authors report that IPM and  are not expected to react 
chemically with one another, and no toxicological potentiation is expected. Therefore, the 
classification is Toxicity Category IV (LC5o= 2.7 mg/L). 

Acute Eye Irritation (OPPTS 870.2400) 

A rabbit eye irritation test showed that IPM produced no irritation to mild irritation (PIT = 
0- 2.0 at 72 hours) (Tox. Category III) (C!R, 1982; RTECS, 1997; HSDB, 2003). A rabbit 
eye irritation test showed that Resultix produced no irritation (Tox. Category IV) (PII = 0 at 
72 hours) (Volume 13 of submission; MRlD 47925312). 

Acute Derma/Irritation (OPPTS 870.2500) 

Dermal irritation studies in rabbits showed that IPM produced minimal to no irritation 
(Tox. Category IV) (CIR, 1982) or mild irritation (Tox. Category III) (RTECS, 1997). 
However, one study indicated severe irritation in rabbits, moderate irritation in guinea pigs 
and mild irritation in rats. A rabbit dermal initation test showed that Resultix produced no 
irritation (Tox. Caegory IV) (Pll ~ 0 at 72 hours) (Volume 14 of submission; MRlD 
47925313). 

Skin Sensitization (OPPTS 870.2600) 
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In guinea pig dermal sensitization tests, neither IPM (CIR, 1982) nor Resultix (Volume 15 
of submission; MRID 47925314) was a sensitizer. 

28-Day Oral Toxicity (OPPTS 870.3050) 

A 28-day repeated-exposure rat oral toxicity study ofResultix showed that minimal adverse 
effects at doses of 3-15 mL/kg resolved after a 14-day recovery period (Volume 16 of 
submission; MRlD 47925315). This study was classified as unacceptable; refer to the DER 
for the study for more information. 

90-Day Oral Toxicity (OPPTS 870.31 00) 

A 90-day oral toxicity guideline study was not included in the registration submission. The 
authors conclude that a study is not required because the use ofResultix will not result in 
repeated oral exposure of humans (40CFR Part§ 158.2050). 

28-Day Dermal Toxicity (OPPTS 870.3200) 

In a 2l/28-day dermal toxicity study ofResultix in pigs, a NOAEL of 10 mL/animal!day 
(highest dose tested) was established (II olume 17 of submission; MRJD 47925316). Refer 
to the DER for this study for more information. 

90-Day Dermal Toxicity (OPPTS 870.3250) 

A 90-day dermal toxicity guideline study was not included in the registration submission; 
however, a 28-day dermal toxicity study was submitted on the proposed EP. 

90-Day Inhalation Toxicity (OPPTS 870.3465) 

A 90-day inhalation toxicity guideline study was not included in the registration 
submission. The authors conclude that a study is not required because the use ofResultix 
will not result in significant repeated inhalation exposure of humans. Examples of 
significant exposure include occupational exposure or repeated application of insect 
repellents directly to the skin (40CFR Part § 158.2050). The authors state that the use of 
Resultix to control ticks on domestic animals would not result in a significant inhalation 
exposure because the use is intermittent and often seasonal, the application is brief and only 
to observed ticks, and the applicator is not deliberately exposed to the product as would be 
the case for an insect repellent. Furthermore, Resultix is of! ow acute toxicity via the 
inhalation route. 

Thirteen-week inhalation toxicity studies were conducted in guinea pigs (0, 63.3 or 224 
mg/m3

) and cynomolgus monkeys (0, 5.3, 8A, 33.6, or 37 mg/m3
) with an aerosol 

antiperspirant containing 16-20% IPM (CIR, 1982). Animals received three 1-hour 
exposures/day, seven days/week. Treatment-related effects in guinea pigs consisted of 
increased absolute and relative lung weights. Treated monkeys exhibited wheezing and 
coughing, and bloody nasal discharge was noted in two animals at 8A mg/m3

• 
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Concentrated-related accumulations of macrophages within the bronchiolar and alveolar 
walls were noted in treated monkeys. 

Prenatal Developmental Toxicity (OPPTS 870.3700) 

A prenatal developmental toxicity guideline study was not included in the registration 
submission. The authors conclude that a study is not required because the use of Resultix 
will not result in significant repeated inhalation exposure of female humans with regard to 
examples provided in 40CFR Part § 158.2050, occupational exposure or repeated 
application of insect repellents directly to the skin. 

Bacterial Reverse Mutation Test (OPPTS 870.5100) 

In a spot test with Salmonella typhimurium strains TA98, TAlOO, TA1535, TA1537, and 
TA1538, IPM was negative at a concentration of 50 !Jg/plate both with and without 
exogenous metabolic activation (S9) (Blevins and Taylor, 1982). 

In vitro Mammalian cell Assay (OPPTS 870.5300, 5375) 

In vitro mammalian cell guideline studies were not included in the registration submission. 
The authors conclude that these studies are not required because the use ofResultix will 
not result in significant repeated inhalation exposure of humans. Examples of significant 
exposure include occupational exposure or repeated application of insect repellents directly 
to the skin ( 40CFR Part § 158.2050). The authors state that the use ofResultix to control 
ticks on domestic animals would not result in a significant inhalation exposure because the 
use is intennittent and often seasonal, the application is brief and only to observed ticks, 
and the applicator is not deliberately exposed to the product as would be the case for an 
insect repellent. Also, IPM was negative in a bacterial reverse mutation assay (Blevins and 
Taylor, 1982), and IPM and its metabolites are not structurally related to known mutagens. 
Chronic application of undiluted IPM caused no systemic effects or tumors in rabbits or 
mice (Stenbaeck, 1977; Stenbaeck and Shubik, 1974). 

B. REFERENCES 

A list of references cited is available in Appendix A ofMRID 47925309. 

C. BPPD Reviewer's Conclusion 

Regarding Isopropyl Myristate: 

l. The registrant must provide the referenced 1997 study from RTECS that indicates that the 
active ingredient is mildly irritating via the dennal route. 

2. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell assay (OCSPP 
870.5300 and 870.5375) data requirements, the registrant must provide more information 
regarding occupational exposure. Based on the available information, significant exposure to 
IPM may occur in an occupational setting (e.g.: veterinary office, grooming salon) through use of 
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the proposed product. Additionally, although the registrant states that significant exposure is not 
expected because application is often seasonal, application may occur more often in warmer 
climates where ticks may be prevalent year-round. Because toxicity data were not submitted and 
the rationale provided to support these data requirements is inadequate because it is based 
primarily on the lack of exposure, more information regarding occupational exposure and/or 
toxicity is required to support these data requirements. 

Regarding Resu!tix™: 

l. The test substance utilized in some of the toxicity studies is referenced by different names, 
including "Resultix Tick Spray", "Pediculocide I 00", "Piedmont Pediculocide 1" and "Piedmont 
Pediculocide 2". The registrant must verify that the test substance in these studies is identical to 
the proposed product, "Resultix™". 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

DECISION NO: 

SUBMISSION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

I. STUDY DESIGN: 

AN~-<eurlc tn.tJz:..A-tes 3 /:J.u ~ ____ 
Acute Dermal Toxicity- Rabbits (OPPTS 870.1200) 

47925310 

DP 372778 

424225 

863571 

Piedmont Pediculocide 2 (EPA Reg. No. 86865-R) 

7205-02 

Piedmont Phannaceuticals, 204 Muirs Chapel Road, 
Greensboro, NC 27410 

Stillmeadow, Inc., 12852 Park One Drive, Sugar Land, 
TX 77478 

Piedmont Pediculocide 2 -Acute Dermal Toxicity Study 
in Rabbits 

Jan ice 0. Kuhn 

November 15, 2002 

GLP Compliant with exception that Sec. 160.3l(d), and 
160.105 (a)(b)(e) characterization and stability 
information was not provided in a Certificate of 
Analysis. 

The dermal LDso for males, females, and combined was 
greater than 5050 mg/kg. 

ACCEPTABLE-- TOXICITY CATEGORY IV 

1. Test Material: Piedmont Pediculocide 2; label: IPM Solution Lot No. 260902; measured 
density 0.9070 g/mL. 

2. Test Animals: Ten male and ten female New Zealand White rabbits were recdved fwm 
Ray Nichols Rabbitry, Lumberton, TX, and weighed 2.000-2.625 kg (males) anc' 2.05-2.85 
kg (females) on the day of treatment. The young adult animals, 12.5 weeks old, were 
housed individually in suspended stainless steel cages with wire bottoms. The animaL were 
fed PMI Feeds Inc.TM Lab Rabbit Diet No. 5321 in measured amounts. Municipal water 
-was available ad libitum. The environmental conditions of the animal room were as 
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follows: temperature, 20±3°C; relative humidity, 30-70%; air changes, 10-12 per hour; and 
photoperiod, 12 hour light/dark cycle. 

3. Rabbits were identified by ear-tag: Test Group: Male- Nos. 4868-M, 4870-M, 
4874-M, and 4876-M; Female- Nos. 4869-F, 4871-F, 4873-F, 4875-F, and 4877-

F and Control Group: Male- Nos. 4878-M, 4880-M, 4882-M, 4886-M, and 4888-M; 
Female- Nos. 4879-F, 4881-F, 4883-F, 4885-F, and 4887- F. The rabbits were acclimated 
for 5 days. The test material (5050 mg/kg body weight) was applied evenly in a thin, 
uniform layer over the clipped dorsal trunk and covered with a 8 x 4 inch surgical gauze 
patch and secured with non-irritating adhesive tape. The gauze patch and entire trunk were 
wrapped with orthopedic stockinette and secured with non-irritating adhesive tape. The 
coverings and excess test material were removed after 24 hours. The test animals were 
observed at least three times on the day of treatment for mortality and clinical/behavioral 
signs of toxicity and at least once daily thereafter for 15 days. Dermal observation was 
made at approximately 60 minutes after removal of wrappings, and on days 4, 7, 11, and 14. 
The rabbits were weighed prior to treatment and on days 7 and 15. Serum from all animals 
was analyzed for ALT, AST, and ALP activity. The rabbits were euthanized on day 15 and 
necropsied. Histopathological examination of the lungs was performed by Colorado 
Pathology Services, Inc. 

II. RESULTS: 

1. Mortality: All rabbits survived the study. 

TABLE 1. Doses, mortality/animals treated 

Dose (mg/kg) Males Females Combined 

5050 0/5 0/5 0/10 

0 015 015 0/10 

Data taken from p. II and 12, :MRID 47925310. 

2. Clinical Observations: All rabbits appeared normal throughout the study. 

3. Body Weight: One treated female did not gain weight during the first week and one treated 
female lost weight slightly during the second week. All other rabbits gained weight 
throughout the study. 

4. Gross Necropsy: One male and one female in the treated group and one male and one 
female in the control group had pale lungs. No observable abnormalities were noted ?Tom 
the other animals at necropsy. Histopathological examination of the lungs was perfor:n1eJ 
by Colorado Pathology Services, Inc. and the results showed that test material did not cause· 
histomorphologic tissue alterations in the lungs examined. 

5. Liver Enzyme Measurements: Serum ALT, AST, and ALP activity were geiL~rally within 
normal limits in all animals and no toxicological significance is attached to -d~e Endings. 
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III. DISCUSSION: 

The acute dermal LD50 for males, females, and combined was greater than 5050 mg/kg. 
This places Piedmont Pediculocide 2 in TOXICITY CATEGORY IV. The packet 
classification is ACCEPTABLE. 
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DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

DECISION NO: 

SUBMISSION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Acute Dermal Toxicity -Rats (OPPTS 870.1200) -=----
47925311 

DP 372778 

424225 

863571 

Piedmont Pediculocide 2 (EPA Reg. No. 86865-R) 

7204-02 

Piedmont Pharmaceuticals, 204 Muirs Chapel Road, 
Greensboro, NC 27410 

Stillmeadow, Inc., 12852 Park One Drive, Sugar Land, 
TX77478 

Piedmont Pediculocide 2 -Acute Dermal Toxicity Study 
in Rats 

Janice 0. Kuhn 

November 15,2002 

GLP Compliant with exception that Sec. l60.3l(d), and 
160.!05 (a)(b )(c) characterization and stability 
information was not provided in a Certificate of 
Analysis. 

The dermal LDso for males, females, and combined was 
greater than 5050 mg/kg. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

1. Test Material: Piedmont Pediculocide 2; label: IPM Solution Lot No. 260902; measured 
density 0.9070 g/mL. 

2. Test Animals: Ten ma1e and ten female Sprague-Dawley rats were received from Texas 
Animal Specialties, Humble, TX, and weighed 233-286 g (males) and 170-202 g (females) 
on the day of treatment. The young adult animals, 8.5 weeks old, were housed individually 
in s~ended stainless steel cages with wire bottoms. The animals were fed PMI Feeds 
Inc. Formulab No. 5008, ad libitum. Municipal water was available ad libitum. The 
environmental conditions ofthe animal room were as follows: temperature, 22±3°C; relative 
humidity, 30-70%; air changes, 10-12 per hour; and photoperiod, 12 hour light/dark cycle. 

3. Methods: The rats were identified by ear punch: Test Group: Male- Nos. 171-M to 175-M; 
Female- Nos. 176-F to 180-F and Control Group: Male- Nos. 181-Mto 185-M; Female
Nos. 186-F to 190-F. The rats were acclimated for 5 days. The test material (5050 mg/kg 
body weight) was applied evenly in a thin, uniform layer over the clipped dorsal trunk and 
covered with a 2 x 4 inch surgical gauze patch and secured with non-irritating adhesive tape. 
The gauze patch and entire trunk were wrapped with vet wrap and secured with non
irritating adhesive tape. The coverings and excess test material were removed after 24 
hours. The test animals were observed at least three times on the day of treatment for 
mortality and clinical/behavioral signs of toxicity and at least once daily thereafter for 15 
days. Dermal observation was made at approximately 60 minutes after removal of 
wrappings, and on days 4, 7, 11, and 14. The rats were weighed prior to treatment and on 
days 7 and 15. Blood serum of all animals was analyzed for ALT, AST, and ALP activity. 
The rats were euthanized on day 15 and necropsied. Histopathological examination of the 
lungs, liver, and small intestines (harvested and fixed in 10% buffered formalin) was 
performed by Colorado Pathology Services, Inc. 

II. RESULTS: 

1. Mortality: All rats survived the study. 

TABLE 1. Doses, mortality/animals treated 

Dose (mg/kg) Males Females Combined 

5050 0/5 0/5 0/10 

0 0/5 0/5 0/1 (; 

Daiatakenfromp.ll and 12,:MRJD479253ll. 

2. Clinical Observations: All rats appeared normal throughout the study. 

3. Body Weight: One control female did not gain weight during the first wed\.. One trerne-d 
male lost weight during the first week and one treated female lost weig:i:u d.uring the second 
week. All other rats gained weight throughout the study. 
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4. Gross Necropsy: All control rats and all males and four females in the treated group had 
white spots on the small intestines. Two treated females had pale lungs. Histopathological 
examination was performed by Colorado Pathology Services, Inc. and the results showed 
that test material did not cause histomorphologic tissue alterations in the lungs, liver, or 
small intestines examined. 

5. Liver Enzyme Measurements: Serum ALT, AST, and ALP activity were generally within 
normal limits in all animals and no toxicological significance was noted between control 
and treated groups. 

III. DISCUSSION: 

The acute dermal LD50 for males, females, and combined was greater than 5050 mg/kg. 
This places Piedmont Pediculocide 2 in TOXICITY CATEGORY lV. The packet 
classification is ACCEPTABLE. 
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EPA Secondary Reviewer: 

DATA EVALUATION RECORD 

L ~-s 3
/ 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

DECISION NO: 

SUBMISSION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

I. STUDY DESIGN: 

Acute Eye Irritation- Rabbits (OPPTS 870.2400) 

47925312 

DP 372778 

424225 

863571 

Piedmont Pediculocide 2 (EPA Reg. No. 86865-R) 

7089-02 

Piedmont Pharmaceuticals, 204 Muirs Chapel Road, 
Greensboro, NC 27410 

Stillmeadow, Inc., 12852 Park One Drive, Sugar Land, 
TX77478 

Piedmont Pediculocide 1 -Acute Eye Irritation Study in 
Rabbits 

Janice 0. Kuhn 

August 2, 2002 

GLP Compliant with exception that Sec. !60.3!(d), and 
160.105 (a)(b )(e) characterization and stability 
information was not provided in a Certificate of 
Analysis. 

Nb corneal opacity, iritis, or positive conjunctival 
irritation was noted on any rabbit. Slight dulling of 
normal luster on the cornea was noted on two rabbits one 
hour after test material instillation with clearance on one 
rabbit by 24 hours and on another rabbit by 48 hams. A 
constricted pupil was noted on one male at one holi. ', 
The maximum average score was 2.0 at one hour after 
test material instillation. Piedmont Pedicl,l!oc;ide 1 was 
minimally irritating. 

ACCEPTABLE-- TOXICITY CATEGORY IV 

1. Test Material: Piedmont Pediculocide I; label: !PM Solution Lot No. 170602A; pH 5.68 

2. Test Animals: Two male and one female young adult New Zealand \Vhite rabbits were 
received from Nichols Rabbitry Inc., Lumberton, TX. The animals were housed 
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individually in suspended stainless steel cages with wire bottoms. The animals were fed 
PMI Feed, Inc.TM Lab Rabbit Diet No. 5321, in measured amounts. Municipal water was 
available ad libitum. The environmental conditions of the animal room were as follows: 
temperature, 20±3°C; relative humidity, 30-70%; air changes, 10-12 per hour; and 
photoperiod, 12 hour light/dark cycle. 

3. Methods: The rabbits were ear-tagged: Nos. 4626-M and 4632-M (males) and 4625-F 
(female) and were acclimated for 5 days. The undiluted test material (0.1 mUeye/animal) 
was applied in the conjunctival sac of the right eye, and the eye held closed for 
approximately one second. The untreated left eye served as control. The eyes were 
examined and scored 1, 24, 48 and 72 hours after test material instillation. All treated eyes 
were washed with room temperature deionized water for one minute immediately after the 
24 hour observation. 

II. RESULTS: 

1. Mortality: All rabbits survived the study. 

2. Ocular Lesions: No corneal opacity, iritis, or positive conjunctival irritation was noted on 
any rabbit (Table 1 ). Slight dulling of normal luster on the cornea was noted on two rabbits 
one hour after test material instillation with clearance on one rabbit by 24 hours and on 
another rabbit by 48 hours. A constricted pupil was noted on one male at one hour. The 
maximum average score was 2.0 at one hour after test material instillation (Table 2). 

TABLE 1. Summarv of Eye Irritation Scores with Time: Conjunctiva and Iris 

Score Conditions 1 hour 24 hours 48 hours 72 hours 

Conjunctiva 

El)'thema 0 to 1 0 to 1 0 0 
Chemosis 0 to I 0 0 0 
Discharge 0 0 0 0 

Iris 0 0 0 0 

Irntatton score IS based on Drmze Method 

Scale for Scoring Ocular Lesions 
Cornea 
A. Opacity-degree of density (area most dense taken for reading) 

No opacity ............................................................................................................................................... ._ ........ 0 
Slight dulling of nonnal luster ............................................................................................................................. + 
Scattered or diffuse areas of opacity (other than slight dulling of normal luster), details of 

iris clearly visible ........................................................................................................................................ 1 * 
Easily discernible translucent areas, details of iris slightly obscured ............................................. · ................... 2* 
Nacreous areas, no details of iris visible, size of pupil barely discernible ......................................................... 3'~< 
Opaque cornea, iris not discernible through the opacity ............................................................ : ....................... 4* 

B. Area of cornea involved 
One quarter (or less), but not zero ....................................................................................................................... . 
Greater than one quarter, but less than half.. ...................................................................................................... 2 
Greater than half, but less than three quarters ..................................................................................................... 3 
Greater than three quarters, up to whole area ....................................................................................................... 4 

Score= Ax B x 5 Total Maximum Score= 80 
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Iris 
A. Grades 

Nonnal ................................................................................................................................................................ 0 
Marked deepened rugae, congestion, swelling, moderate circumcorneal hyperemia or injection 
(any of These or combination Thereof), iris still reacting To lighT (sluggish reacTion is positive) .......................... l * 
No reaction to light, hemorrhage, gross destruction (any or all of these) ............................................................ 2* 

Score"' Ax 5 Total Maximum Score= lO 

Conjunctive 
A Redness: (refers to palpebral and bulbar conjunctive excluding cornea and iris) 

Blood vessels nonnal ........................................................................................................................................... 0 
Some blood vessels definitely hyperemic (injected) ............................................................................................ 1 
Diffuse, crimson color, individual vessels not easily discernible ....................................................................... 2* 
DiffUse beefy red ................................................................................................................................................. 3* 

B. Chemosis: lids and/or nictating membranes 
No swelling .......................................................................................................................................................... 0 
Any swelling above nonnal (includes nictitating membrane) .............................................................................. 1 
Obvious swelling with partial eversion of lids ..................................................................................................... 2* 
Swelling with lids about half closed ..................................................................................................................... 3* 
Swelling with lids more than half closed ............................................................................................................. 4 * 

C. Discharge 
No discharge ........................................................................................................................................................ 0 
Any amount different from nonnal (does not include small amounts observed in inner canthus of nonnal 

animals) ......................................................................................................................................................... 1 
Discharge with moistening of the lids and hairs just adjacent to lids ................................................................... 2 
Discharge with moistening of the lids and hairs, and considerable area around the eye ...................................... 3 

Score= (A+ B +C) x 2 Total Maximum Score= 20 

* Reaction indicates a positive effecT. 

TABLE 2. Summary of Total" and Primary Eye Irritation Scores with Time 

Animal# l h 24 h 48 h 72h 

4625-F 2 0 0 0 
4626-M 4 2 0 0 
4632-M 0 0 0 0 

Average scores 2.0 0.7 0.0 0.0 

' Formula. Total lmtatwn Score I..,. IT+ III, where, 
I= Corneal score= [Density (A) x Area (B)] x 5 
II = Iris Score = Severity x 5 
III= Conjunctival Score= [Erythema (A)+ Chemosis (B)+ Discharge (C)] x 2 
b Average Primary IrritaTion= Sum of Total Irritation Scores+ 3 

III. DISCUSSION: 

No corneal opacity, iritis, or positive conjunctival irritation was noted on any rc>bbit. S!ig~t 
dulling of normal luster on the cornea was noted on two rabbits one hour a:.'l:u t.:st maklial 
instillation with clearance on one rabbit by 24 hours and on another rabbit Oy <td hours. 
Constricted pupil was noted on one male at one hour. The maximum average score W..:t.::i 2.J 
at one hour after test material instillation. The reviewer agrees with the study author th'l~ 
Piedmont Pediculocide 1 was minimally irritating and is in TOXICITY CATEGORY rv". 
The packet classification is ACCEPTABLE. 

4 
90



DATA EVALUATION RECORD 

ISOPROPYL MYRISTATE 
(PIEDMONT PEDICULOCIDE 1) 

STUDY TYPE: PRIMARY DERMAL IRRITATION- RABBIT (870.2500) 
MRID 47925313 

Primary Reviewer: 
Susan Chang, M.S. 

Secondary Reviewers: 

Prepared for 
Biopesticides and Pollution Prevention Division 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 

One Potomac Yard 
2777 South Crystal Drive 

Arlington, VA 22202 

Prepared by 
Toxicology and Hazard Assessment Group 

Environmental Sciences Division 
Oak Ridge National Laboratory 

Oak Ridge, TN 3 7831 
TaskOrderNo.I0-026 

~( ct-. , 
ocr~ 4 zfl1fl -;;;. Signature: 

Date: 

H. Tim Borges. Ph.D., M.T.(A.S.C.P.), D.A.B.T. ~~ Signature: 
Date: , OC I . 

,.-;- ,, - 1,. ' ' • "' 

~·-r~;j<; .. ~ ~ \"~--- :;/~ 
Signature:-, Robert H. Ross. M.S .. Group Leader 

Date: (t OCT ~4 1!JjlL_ 

Signature ':11. !i)Jl.~ 
Date: "-J OCT l 4 1010 

Quality Assurance: 
Lee Ann Wilson. M.A. 

Disclaimer 

This review may have been altered subsequent to the contractor's signatures above. 

Oak Ridge National Laboratory managed and operated by UT-Battelle, LLC., for the U.S. Department of Energy 
under Contract No. DE-AC05-000R22725. 

91



DATA EVALUATION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 

DECISION NO: 

SUBMISSION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

M~~ur-t- ~N-AA;t.eS 3/:>-( 11 ~ 
Primary Dermal Irritation- Rabbits (OPPTS 870.2500) 

47925313 

DP 372778 

424225 

863571 

Piedmont Pediculocide 2 (EPA Reg. No. 86865-R) 

7090-02 

Piedmont Pharmaceuticals, 204 Muirs Chapel Road, 
Greensboro, NC 27410 

Stillmeadow, lnc., 12852 Park One Drive, Sugar Land, 
TX 77478 

Piedmont Pediculocide 1 -Acute Dermal Irritation 
Study in Rabbits 

Janice 0. Kuhn 

August 8, 2002 

GLP Compliant with the exception that Sec. 160.3l(d), 
and 160.105 (a)(b)(e) characterization and stability 
information was not provided in a Certificate of 
Analysis. 

No dermal irritation was noted on any rabbit. The 
primary irritation index was 0.0. Piedmont Pediculocide 
1 was not irritating. 

ACCEPTABLE-- TOXICITY CATEGORY IV 
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I. STUDY DESIGN: 

1. Test Material: Piedmont Pediculocide I; label: !PM Solution Lot No. 170602A; pH 5.68. 

2. Test Animals: One female and two male young adult New Zealand White rabbits were 
received from Nichols Rabbitry Inc., Lumberton, TX. The animals were housed individually 
in su~ended stainless steel cages with wire bottoms. The animals were fed PMI Feed, 
Inc.T Lab Rabbit Diet No. 5321, in measured amounts and municipal water was available 
ad libitum. The environmental conditions of the animal room were as follows: temperature, 
20±3°C; relative humidity, 30-70%; air changes, 10-12 per hour; and photoperiod, 12 hour 
light/dark cycle. 

3. Methods: The rabbits were ear-tagged: Nos. 4636-M and 4638-M (males) and 4641-F 
(female) and acclimated for 5 days. The fur on the dorsal trunk of each rabbit was clipped on 
the day prior to treatment. The rabbits were treated with 0.5 mL of undiluted test material 
applied on a clipped intact dose site, and the site covered with a 2.5 em x 2.5 em gauze patch. 
The patch and entire trunk were wrapped with a semi-permeable dressing tape. The covering 
was removed 4 hours later and the site cleansed to remove any residual test materiaL Dermal 
examination was recorded at 1, 24, 48, and 72 hours after removal of the patch. 

II. RESULTS: 

1. Mortality: All rabbits survived the study. 

2. Dermal responses: No dermal irritation was noted on any rabbit. The primary irritation 
index was 0.0. 

Irritation Scores: 

TABLE I. Summary of individual rabbit's dermal irritation scores with time 

Animal Nos. I 

4636-M 0/0a 

4638-M 0/0 

4641-F 010 

Data taken from Table I, p. II, MRID 47925313. 
aErythema!Edema 

Hours 

24 48 

0/0 010 

010 0/0 

010 010 

3 

72 

0/0 

0/0 

0/0 
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DESCRIPTION OF RATING METHOD 

Evaluation of Skin Reaction: Score 
Erythema fonnation: 
No erythema ......................................................................................................................................................... 0 
Very slight erythema (barely perceptible) ............................................................................................................. ! 
Well~defined erythema ........................................................................................................................................... 2 
Moderate to severe erythema .................................................................................................................................. 3 
Severe erythema (beet redness) to slight eschar fonnation (injuries in depth) ....................................................... 4 

Edema Formation: 
No edema ............................................................................................................................................................... 0 
Very slight edema (barely perceptible) .................................................................................................................. I 
Slight edema (edges of area well-defmed by defmite raising) ............................................................................... 2 
Moderate edema (raised approximately l mm) ..................................................................................................... 3 
Severe edema (raised by more than I mm extending beyond the area of exposure) ............................................ .4 

III. DISCUSSION: 

No dermal irritation was noted on any rabbit. The primary irritation index was 0.0. The 
reviewer agrees with the study author that Piedmont Pediculocide 1 was not irritating and is 
in TOXICITY CATEGORY IV. The packet classification is ACCEPTABLE. 
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DATA EV ALVA TION RECORD 

EPA Secondary Reviewer: 

STUDY TYPE: 

MRIDNO: 

DP BARCODE NO: 
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SUBMISSION NO: 

TEST MATERIAL: 

PROJECT NO: 

SPONSOR: 

TESTING FACILITY: 

TITLE OF REPORT: 

AUTHOR: 

STUDY COMPLETED: 

GOOD LABORATORY 
PRACTICE: 

CONCLUSION: 

CLASSIFICATION: 

Angela L. Gonzales 3/28/11 
' 

Skin Sensitization· Guinea Pigs (OPPTS 870.2600) 

47925314 

DP 372778 

424225 

863571 

Resultix Tick Spray (EPA Reg. No. 86865-R) 

13304-09 

Piedmont Pharmaceuticals, 204 Muirs Chapel Road, 
Greensboro, NC 27410 

Stillmeadow, Inc., 12852 Park One Drive, Sugar Land, 
TX 77478 

Resultix Tick Spray - Skin Sensitization Study in Guinea 
Pigs 

Janice 0. Kuhn 

November 6, 2009 

GLP Compliant with exception that Sec. 160.31(d), and 
160.105 (a)(b)(e) characterization and stability 
information was not provided in a Certificate of 
Analysis. 

After three consecutive weekly inductions, the test and 
naive control animals showed no signs of reactivity at 24 
and 48 hours after challenge. The study included an a
hexylcinnamaldehyde positive control study which was 
carried out within six months of the study and the results 
were appropriate. Piedmont Pediculocide 2 was not a 
dennal sensitizer. 

ACCEPTABLE 
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I. STUDY DESIGN: 

1. Test material: Resultix Tick Spray; label identification: Resultz®, DIN 02279592, head lice 
treatment, Lot No. C6102711. 

2. Test animals: Seventeen male and seventeen female Hartley guinea pigs received from 
Charles River Laboratories, Wilmington, MA were assigned to groups and weighed 330~378 
g (males) and 317-394 g (females) at experiment start. The young adult animals were housed 
in su~ended stainless steel cages with wire bottoms. The animals were fed PMI Feeds, 
Inc.T , Guinea Pig Diet No. 5025, ad libitum. Municipal water was available ad libitum. 
The environmental conditions of the animal room were as follows: temperature, 19-2l°C; 
relative humidity, 47-94% (Humidity outside the protocol range but did not affect the study 
outcome); air changes, 1 0-12 per hour; and photoperiod, 12 hour light/dark cycle. 

3. Methods: Male and female guinea pigs were identified by ear punch and grouped: 
Preliminary irritation testing- Nos. 1-M and 2-M (males) and 3-F and 4-F (females); Test
Nos. 201-M to 205-M and 211-M to 215-M (males) and Nos. 206-F to 21 0-F and 216-F to 
220-F (females); Naive Control-Nos. 191-M to 195-M (males) and Nos. 196-F to 200-F 
(females). Th.e guinea pigs were acclimated for 5 days. The animals were induced and 
challenged according to the method of Buehler. The results of the preliminary irritation 
testing determined that the undiluted test material was to be used for induction and challenge. 
The back of the trunks of20 test and 10 naive control guinea pigs were clipped prior to each 
treatment. For the induction, 0.4 mL undiluted test material was applied beneath a 2.5 x 2.5 
em surgical gauze patch and secured with non-irritating adhesive tape. A strip of clear 
polyethylene film was placed over the patch and securely taped. After six hours, the 
coverings and excess test material were removed. The procedure was repeated once each 
week for three consecutive weeks. After a two-week rest period, the test animals were 
challenged with 0.4 mL undiluted test material under occlusion to naive sites. At challenge, 
a naive control group (I 0 animals) was treated with 0.4 mL undiluted test material. 
Reactions were scored at approximately 24 hours following induction and challenge 
application and at 48 hours following the first induction and challenge. 

II. RESULTS: 

1. Mortality: All animals survived the study. 

2. Body Weight: All animals gained weight during the study. 

3. Skin Effects: No dermal reaction was noted on any test animal after inductions. No dermal 
reaction was noted on any test or naive control animal after challenge. 

TABLE I. Summary of Individual Erythema Challenge Scores with Tlme • 

24 hours 48 hours 

Erythema Score 0 0.5 1.0 2.0 0 0.5 1.0 2.0 

Treated 20 0 0 0 20 0 0 0 

Naive Control 10 0 0 0 20 0 0 0 

• Numberofammals affected 
Evaluation score is based on Buehler Grading Scale. 
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SCALE FOR SCORING SKIN REACTION 

Buehler sensitization scoring scale 
Erythema Score 
No reaction 
Very faint, usually nonconfluent ....................................................................................................................... 0.5 
Faint, usually confluent ......................................................................................................................................... 1 
Moderate ............................................................................................................................................................... 2 
Severe with or without edema ............................................................................................................................... 3 

III. DISCUSSION: 

After three consecutive weekly inductions, the test and naive control animals showed no 
signs of reactivity at 24 and 48 hours after challenge. The study included an alpha
hexylcinnamaldehyde positive control study which was carried out within six months of the 
current study and the results were appropriate. Resultix Tick Spray was not a dermal 
sensitizer. The packet is classified as ACCEPTABLE. 
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DATA EVALUATION RECORD 

STUDY TYPE: 28-Day Oral [Gavage] Toxicity- Rat; 
Non-guideline 

PC CODE: 000207 DP BARCODE: 372778 

TEST MATERIAL (PURITY): Pediculocide 100 [Isopropyl Myristate Solution 50% w/w] 
(50.95% a.i., lot #C0163A001) 

SYNONYMS: ResultixTM 

CITATION: Goldenthal, E. (2003) 28-Day oral toxicity study in rats with a 14-day recovery. 
MPI Research, Inc., 54943 N. Main Street, Mattawan, Michigan. Laboratory study number 
1016-001, November20, 2003. MRJD 47925315. Unpublished. 

SPONSOR: Piedmont Pharmaceuticals, Greensboro, North Carolina. 

EXECUTIVE SUMMARY: 

In a 28-day oral toxicity study (MRID 47925315), undiluted Pediculocide I 00 [Isopropyl Myri
state Solution 50% w/w] (50.95% a.L, lot #C0163A001) was administered by gavage every three 
days to ten CD® [Crl:CD® (SD)IGS BR] rats/sex/dose at volumes of3, 7.5, or 15 mL/kg, and a 
control group often animals/sex was treated in a similar manner with 15 mL/kg of deionized 
water. Four "recovery" groups of five animals/sex/dose were treated according to the same 
schedule and at the same dose volumes described above, followed by a 14-day recovery period 
with no further treatments. Three additional groups often animals/sex/dose were given the test 
material by gavage every three days at a dose volume of3, 7.5, or 15 mL/kgand used foriOXfcO
kinetic determinations. Dosing took place on days 1, 4, 7, 10, 13, 16, 19, 22, 25, and 28 0f the. 
study, and the doses were equivalent to 0, 1407, 3518, or 7036 mg/kg bw/dose (eve,ty three' days). 

One high-dose main study female was found dead on day 8, and one high-dos..: recvvery female 
was found dead on day 42; the causes of these deaths could not be determined. Two higJ.-.-dcse 
females were observed to be "hypersensitive to touch": one during weeks 2-4, ?mi trie other 
during week 5. The remaining treatment-related clinical signs were dermatological in nawre ra1d 
included the following: oily hair, sparse hair, dry skin, scabbed areas, red discoloration ofthe 
skin, and scaling of the tail. During the main study, 4, 11, and 15 males from each of the hv•-, 
mid-, and high-dose groups, respectively, and 1, 3, 12, and 14 females from the control, low-, 
mid-, and high-dose groups, respectively, had some combination of these signs, which increased 
in distribution, severity, and duration with increasing dose. In general, the first sign to appear 
was oily hair in the anogenital region, and the last sign to appear was scaling or dry skin and 100
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scabbing of the tail. Some of the low- and mid-dose animals had their initial onset of derma
tological signs during recovery or had a recurrence and worsening of signs that had resolved 
before week 4. 

High-dose males had decreased weight gain during the first three weeks, lost more weight than 
controls during the fourth week of the main study, and had decreased cumulative body weight 
gain over the main study interval (41% less than controls). High-dose females had decreased 
body weight gain during the first two weeks of the main study, with a resultant decrease in 
cumulative body weight gain over the main study interval (64% less than controls). Absolute 
body weight was not significantly affected by treatment. Mid- and high-dose females had 
increased liver weights on day 28 (relative to body weights: 38% and 48% greater than controls, 
respectively), which had largely resolved by the end of recovery (relative to body weights: 13% 
and 25% greater than controls, respectively). These correlated with histopathological observa
tions of minimal to mild panlobular hepatocyte hypertrophy, which was seen on day 28 only and 
which is considered an adaptive, physiological response to a xenobiotic agent, rather than an 
adverse effect. The high-dose recovery females had markedly increased pituitary and thyroid/ 
parathyroid weights (relative to body weights were 42% and 33% greater than controls); because 
these organs were only examined microscopically in the main study animals, the significance of 
these increases is unknown. 

For the reasons given below, the results of this study cannot be used to determine a 
subchronic (28-day) oral toxicity LOAEL and NOAEL. 

Because the investigators neglected to perform histopathology on tissues and organs identified as 
showing effects in the treated groups, and failure to use a consistent dosing volume and vehicle 
for all treatment groups, this 28-day oral toxicity study in the rat is Unacceptable I Non-guide
line. Due to use of an incorrect dosing regimen, this study does not satisfy the guideline require
ment for a 28-day oral toxicity study (OPPTS 870.3050; OECD 407) in a rodent species, 
although it may provide useful supplemental information. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Da1a Confidentiality 
statements were provided. 
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I. MATERIALS AND METHODS: 

A. MATERIALS: 

1. Test material: Pediculocide 100 
Description: Clear, viscous liquid; specific gravity: 0.9207 
Lot: 

Purity: 

C0163AOOI or C0163001 (different lot numbers given on analytical release forms 

50.95% a.i.; water content 0.0000% 

Compound stability: 

CAS# ofTGAI: 

Structure: 

Expected to be stable for the duration of the study 

Not available 

Not available 

2. Vehicle and/or positive control: The vehicle was deionized water supplied by the Test 
Material Control Department. No positive control was used. 

3. Test animals: 
Species: 
Strain: 
Age/weight at study initiation: 
Source: 
Housing: 

Rat 
CD® [Cri:CD® (SD)IGS BRl 
Approximately I 0 weeks/males: 327-413 g; females: 199-284 g 
Charles River Laboratories, Portage, Michigan 
Individually in suspended, stainless-steel, wire-mesh cages 

Diet: Meal Lab Diet® Certified Rodent Diet® #5002 (PMI Nutrition International, Inc.), 
ad libitum 

Water: Tap water, ad libitum 
Environmental conditions: Temperature: 69-79°F 

Humidity: 32-68% 
Air changes: not reported 
Photoperiod: 12 hrs dark/12 hrs light 

Acclimation period: Approximately two weeks 

B. STUDY DESIGN: 

1. In life dates: Start: June 19. 2003; End: July 31.2003. 

2. Animal assignment: Animal assignment is given in Table 1. Animals were assigned to the 
test groups based on body weight using a standard block randomization procedure. The first 
five animals per sex in the main study groups were designated for further evaluation over a 
14-day recovery period. 

TABLE 1: Study desi~n 

Estimated dose #Assigned 
Dosing volume to animal 

Test group (mUkg) (mglkg) 
Main Study Recovery Toxicokinetic 

every 3 days 
every 3 days ' Males Females Males Females Males Females 

Control 15 0 10 10 5 5 0 0 
Low-dose 3 1407 10 10 5 5 10 10 
Mid-dose 7.5 3518 10 10 5 5 10 I 10 
High-dose 15 7036 10 10 5 5 10 I 10 

Data from pp. 11-12 and 585, MRID 47925315. 

a Calculated by reviewer as dosing volume in mL times 0.9207 glmL times% a.i. times 1000 mglg. 
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3. Dose selection rationale: The dose levels were selected by the sponsor, based on previous 
studies. No further information was provided. 

4. Dose administration: Doses ofthe control article or undiluted test material were adminisv 
tered once every three days (on days I, 4, 7, !0, !3, !6, !9, 22, 25, and 28), in the volumes 
given in Table 1, based on the most recent body weights. Although not explicitly stated in 
the study report, it is assumed that dosing was by gavage. 

5. Statistics: Mean body and organ weights, hematology values, and all clinical chemistry 
results except for creatine kinase activity were analyzed using Levene's test followed by 
either Dunnett's test (for data -with homogeneous variances) or Welch's Hest with a 
Bonferroni correction (for data with non-homogeneous variances). Total and differential 
leukocyte counts were logvtransformed prior to analysis. Creatine kinase data were rank
transformed and then analyzed using Dunnett's test. All endpoints were analyzed using two¥ 
tailed tests, and the results were reported at the 0.05 and 0.01 significance levels. 

The Reviewer considers the analyses to be appropriate. 

6. Historical control data: The study report included the following historical control data: 
• Historical control data for clinical pathology (hematology and clinical chemistry) for male 

and female SpraguevDawley rats, aged 9 to 14 weeks, and sampled by orbital sinus 
collection between August !998 and July 2003. 

• Historical control data for clinical pathology (hematology and clinical chemistry) for male 
and female Sprague-Dawley rats, aged 14 to 18 weeks, and sampled by orbital sinus 
collection between August 1998 and October 2002. 

• Historical control data for clinical pathology (urinalysis) for male and female Sprague
Dawley rats, aged 14 to 18 weeks, and sampled by orbital sinus collection [sic] between 
August !998 and October 2002. 

These were presented as overall means and standard deviations, ranges of the mean± two 
standard deviations, and individual animal range. The numbers of animals ranged from 
twenty to thirty. 

C. METHODS: 

1. Obsenrations: 

a. Cageside obsenrations: All animals were observed at least twice daily for mortality, 
morbidity, signs of toxicity, or injury. 

b. Clinical examinations: Detailed clinical examinations were conducted weekly. Only the 
main study and recovery animals received these examinations. 

c. Neurological evaluations: Neurological evaluations were not done as part of the current 
study. No explanation was provided for the omission. 
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2. Body weight: Animals were weighed the day after arrival, prior to randomization (day -1 ), 
and daily during treatment and recovery, except for days 31 and 32 (of recovery), when the 
measurements were inadvertently omitted. 

3. Food consumption: Individual food consumption was measured daily during the treatment 
and recovery intervals, except for days 31 and 32 (of recovery), when the measurements were 
inadvertently omitted. Food consumption by the animals used for toxicokinetic analyses was 
not measured. 

4. Ophthalmoscopic examination: All animals were given eye examinations prior to exposure 
and on day 26. The examinations were done by a board-certified veterinary ophthalmologist. 
Eyes were dilated with tropicamide, and an indirect ophthalmoscope was used. 

5. Hematology and clinical chemistry: On day 28 (main study and recovery animals) and at 
the end of recovery (for recovery animals) and following an overnight fast of food only, 
blood for hematology, coagulation, and clinical chemistry evaluations was collected from all 
surviving animals of these groups. Samples were taken from the orbital sinus plexus under 
carbon dioxide anesthesia. The CHECKED (X) parameters were examined. Although not 
stated explicitly in the study report, it is assumed that the recovery samples were collected on 
day 42. 

a Hematolo!!V· . . 
X Hematocrit (HCT)* X Leukocyte differential count* 

X Hemoglobin (HGB)* -x Mean corpuscular HGB (MCH)* 

X Leukocyte count (WBC)* T Mean corpusc. HGB conc.(MCHC)* 

X Erythrocyte count (RBC)* T Mean corpusc. volume (MCV)* 

X Platelet count* T Reticulocyte count _:.:__ 
Blood clotting measurements* 

X (Thromboplastin time) r--
-(Clotting time) -

X (Prothrombin time) 

*Recommended for 28-day oral rodent sludJes based on Gmdehne 870.3050 
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b Clinical chemistrv· . . 
X ELECTROLYTES X OTHER 

--4-- Calcium X Albumin* 

_){__ Chloride X Creatinine* 
Magnesium X Urea nitrogen* 

X Phosphorus X Total Cholesterol* 
X Potassium* X Globulins 

lr=+Sodium* X Glucose* 

ENZYMES (more than 2 hepatic enzymes eg., *) X Total bilirubin 

X Alkaline phosphatase (ALK)* X Total protein (TP)* 
Cholinesterase (ChE) X Triglycerides 

X Creatine phosphokinase (CK) Serum protein electrophoresis 
Lactic acid dehydrogenase (LDH) 

X Alanine aminotransferase (AL T/also SGPT)* 
X Aspartate aminotransferase (AST/also SGOT)* 

Sorbitol dehydrogenase* 

X Gamma glutamyl transferase (GGT)* 
Glutamate dehydrogenase 

' -Reconunended for 28 day oral rodent stud1es based on Gmdehne 870.3050 

6. Urinalysis*: Following blood collection, the main study and/or recovery animals were 
transferred to metabolism cages for an approximately 16-hour urine collection. The 
CHECKED (X) parameters were examined. 

X Appearance* ~ Glucose 

X Volume* r-4--- Ketones 

X Specific gravity/osmolality* ~ Bilirubin 

X pH' r2- Blood/blood cells* 

X Sediment (microscopic) Nitrate 

X Protein* X Urobilinogen 

* Optwnal for 28-day oral rodent stud1es 

7. Plasma concentration determinations: On days 1-2 and 28-29, blood samples were collect
ed from the animals of the toxicokinetic groups, prior to dosing (i.e. 0 hours after dosing) and 
1, 2, 4, 8, and 24 hours after dosing for determinations of the plasma concentration of the test 
material. Samples were collected from cohorts of three unfasted animals/sex/group at each 
time point from the orbital sinus under carbon dioxide anesthesia, such that one cohort was 
evaluated at 0 and 4 hours post*dosing, one cohort was evaluated at 1 and 8 hours post
dosing, and one cohort was evaluated at 2 and 24 hours post-dosing. Following blood collec* 
tion on day 29, the animals of the toxicokinetic groups were sacrificed by carbon dioxide 
asphyxiation and discarded without further evaluation. 

The blood samples were placed on ice after collection. The separated plasma was later 
aliquoted into pre-labeled plastic tubes or vials, and stored at -70°C. The analytical assay 
was conducted by KAR Laboratories, Inc., Kalamazoo, Michigan, using a sponsor-supplied, 
validated analytical method, which was not otherwise specified or described in the protocol 
or the study report. 
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8. Sacrifice and pathology: Surviving animals from the main study and recovery groups were 
sacrificed by exsanguination from the abdominal vena cava under carbon dioxide anesthesia 
on day 29 (main study animals) or on day 43 (recovery animals). All were subjected to a 
gross necropsy, which included external examination including palpable masses and internal 
examination of the contents of the abdominal, thoracic, and cranial cavities. Bone marrow 
smears were collected and retained for potential future examination. The CHECKED (X) 
organs or tissues, or representative samples thereof, were collected and fixed in neutral 
buffered formalin or Davidson's fixative (for eyes with optic nerve and contiguous Harderian 
gland). Histopathological examination was conducted on the full complement of collected 
tissues from animals of the main study control and high-dose groups, as well as the livers and 
all gross lesions and masses from the main study animals of the lower dose groups and the 
recovery animals from all groups. The INDICATED (XX) organs, in addition, were 
weighed, with the paired organs weighed together. 

Complete necropsies were also conducted for any main study or recovery animals that were 
found dead or sacrificed moribund. These were done in a similar manner to that described 
above, including collection and subsequent microscopic evaluation of the full complement of 
tissues, where practical. 

X DIGESTIVE SYSTEM X CARDIOVASC./HEMAT. 

X Tongue X Aorta* 

X Salivary glands* XX Heart*+ 

X Esophagus* X Bone marrow* 
X Stomach* X Lymph nodes* 

X Duodenum* XX Spleen*+ 

X Jejunum* X Thymus*+ 

X Ileum* 

X Cecum* X UROGENITAL 

X Colon* XX Kidneys*+ 

X Rectum* X Urinary bladder* 

XX Liver*+ XX Testes*+ 

Gall bladder (not rat)* X Epididymides*+ 

Bile duct (rat) X Prostate* 

X Pancreas* X Seminal vesicles* 

RESPIRATORY XX Ovaries*+ 

X Trachea* X Uterus with cervix*+ 

X Lung* X Mammary gland*t 
Nose* X Vagina 
Pharynx* 
Larynx* 

• -Recommended for 28 day oral rodent studles based on Gmdehne 870.3050 
+Organ weights required for rodent studies. 
#Weighed following fixation. 
"Thyroid and parathyroids were weighed together. 
t Females only. 

X NEUROLOGIC 

XX Brain*+ 
X Peripheral nerve (sciatic)* 
X Spinal cord (3 levels)* 

XX Pituitary*# 
X Eyes (optic nerve)* 

X GLANDULAR 

XX Adrenal gland*+ 

X Lacrimal gland 

XX Parathyroid*#" 
I XX Thyroid*#" 

I X Harderian gland 

X OTHER 

X Bone (sternum and/or femur) 
X Skeletal muscle (biceps femoris) 

X Skin* 

X All gross lesions and masses* 
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1. Clinical signs of toxicitv: Cageside observations either were not reported or were reported 
together with the observations from the weekly detailed clinical examinations, as "clinical 
findings." Treatment-related or potentially treatment-related clinical findings are given in 
Table 2. 

Two high-dose females were observed to be "hypersensitive to touch": one during weeks 2-4, 
and the other during week 5; the significance of this finding is unclear, as it could be an indi
cation of neurotoxicity, but it also could be related to pain or discomfort. The remaining 
treatment-related clinical signs were dermatological in nature and somewhat distinctive with 
respect to their regional distribution and time course. Affected main study low-dose animals 
had oily and/or sparse hair in the anogenital region and/or rarely the inguinal regions during 
weeks 2 or 2-3, which resolved by week 4. With increasing dose, the lesions persisted 
longer, and the oily and/or sparse hair spread cranially, over the ventral surface of the animal 
and/or over the sacrum, over the rear legs, and possibly over the entire body. In general, the 
last sign to appear was scaling or dry skin and scabbing of the taiL Some of the low- and 
mid-dose animals had their initial onset of dermatological signs during recovery or had a 
recurrence and worsening of signs that had resolved before week 4. 

2. Mortality: One high-dose main study female was found dead on day 8 and had an abnormal 
gross necropsy finding of red discoloration of the lung with no histopathological correlates. 
One high-dose recovery female was foW1d dead on day 42, with no abnormal gross necropsy 
fmdings. The causes of these deaths could not be determined. 

TABLE 2. Clinical find in number of times observed/number of affected animals 

Dose (mlJkg bw/everythree days) 

Observation Males Females 

I Control 3 7.5 !5 Control 3 I 7.5 I !5 

Weeks I to 4 Main stud 
umber of animals 115 15 115 [15 [15 15 15 14-15 

Hypersensitive to touch 0/0 010 010 0!0 010 010 0/0 311 
Hair oily 0/0 5/4 54/11 58115 0/0 513 15!7 41/!3 

Hairs arse 010 0!0 010 98114 211 Ill 661! 1 !09/14 
Skin dry 010 0!0 0/0 17/6 0/0 010 0/0 30/8 
Scabbed area 010 0!0 0/0 8/3 Ill 010 0/0 41/9 
Scalin of the tail 0!0 0!0 Ill 3/3 010 010 0!0 5/5 
Skin discolored, red 010 0!0 010 14/2 010 010 0!0 16/4 

Weeks Sto 6 ecover 
fNumber of animals 5 5 4 5 5 [5 [5 3-4 
Hypersensitive to touch 010 010 010 010 0!0 010 010 Ill 
Hair oily 010 26/5 10!4 13/5 010 2!/5 9!5 513 
Hair sparse 211 0!0 5/4 30/3 010 II! 25/5 2514 

Skin dry 0/0 0!0 4/2 1014 010 21! 6/4 I 1/4 
Scabbed area 010 0!0 0/0 1213 0/0 010 411 5!2 
Scaling of the tail 010 0/0 010 2/1 010 010 010 Ill 
Skin discolored, red 010 010 010 3/2 010 0!0 0!0 2!2 

-Data from Table 1, pp. 42-45, MRID 4792531). 107
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B. BODY WEIGHT AND WEIGHT GAIN: Selected body weight data are given in Tables 
3a and 3b. High-dose males gained less weight than controls during the first three weeks and 
lost more weight than controls during the fourth week of the main study, and this group's 
cumulative body weight gain over the main study interval was 41% less than controls. This 
was followed by a slight compensatory increase in weight gain by high-dose recovery males 
during the first week of recovery. High-dose females had decreased body weight gain during 
the first two weeks of the main study and had similar weight gain (or weight loss) to controls 
over the remaining two weeks of the main study. This resulted in a cumulative body weight 
gain over the main study interval that was 64% less than controls, which was followed by a 
66% increase in weight gain (relative to controls) by the high-dose recovery females during 
the first week of recovery. 

The decreased body weight gains of high-dose males and females were not reflected in the 
groups' mean absolute body weights, which remained within± 7% of the control values 
throughout treatment. 

TABLE 3a. Body weight data for male rats treated for 28 days with or without 14 days of recovery (g) a 

Dose (mUkg/every three days) 
Parameter/Study day or interval 

Control 3 

Main Study [n"" 15, all groups] 

Absolute body weight: Day-1 360.7 ± 22.29 358.9 ± 12.29 

Day7 373.6 ± 28.87 373.5 ± 15.47 

Day 14 398.0 ± 34.59 401.7±21.39 

Day 21 427.9 ± 34.47 426.7 ± 27.41 

Day28 424.8 ± 36.65 412.8±29.93 

Body weight changes 
b 

Days -1 to 7 12.9 14.6 
' 

Days 7 to 14 24.4 28.2 

Days 14 to 21 29.9 25.0 

Days 21 to 28 -3.1 -13.9 

Cumulative change Days-1 to28 64.1 53.9 

Recovery [n 5, all groups] 

Absolute body weight: Day28 416.4 ± 18.47 416.6±38.99 

Day36 453.6±24.12 462.8 ± 40.94 

Day43 457.0 ± 25.13 467.4±37.69 

Body weight changesb: Days 28 to 36 372 46.2 

Days 36 to 43 3.4 4.6 

Cumulative change Days 28 to 43 40.6 50.8 
. Data from Table 2, pp. 47-48 and :l1, MRID 47925315. 

3 Values are Mean ± Standard Deviation with group sizes as indicated. 

b Calculated by reviewer, using group means; not analyzed statistically. 

c Numbers in parentheses equal percent different from control; calculated by reviewer. 
* p <0.05; **p <0.01 

7.5 

359.4± 14.95 

374.3 ± 23.54 

407.3 ± 30.22 

435.7±33.17 

421.5±36.65 

14.9 

33.0 

28.4 

-14.2 

62.1 

415.2± 26.07 

454.2 ± 27.03 

454.4 ± 28.97 

39.0 

0.2 

39.2 

15 

358.3 ± 22.65 

369.4 ± 25.90 

383.7±34.11 

406.6 ± 34.94 

396.0 ± 36.64 

ILl (-14{ 

14.3 (-41) 

22.9 (-23) 

-10.6 

37.7 (-41) 

397.2 ± 48.80 

439.2± 41.71 

441.0±38.01 

42.0(+13) 

1.8 

43.8 
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TABLE 3b. Body weight data for female rats treated for 28 days with or without 14 days of recovery (g) a 

Dose (mL/kg/every three days) 
Parameter/Study day or interval 

Control 3 7.5 

Main Study [n = 15, 15, 15, and 14-15, in ascending group order] b 

Absolute body weight: Day-1 231.5± 10.74 235.0 ± 16.26 237.4 ± 17.48 

Day? 235.4± 14.17 240.1 ± 17.37 245.3± 18.13 

Day 14 247.3 ± 14.92 256.8 ± 20.31 259.7 ± 18.29 

Day21 255.0 ± 18.52 265.8 ± 22.21 266.8 ± 17.69 

Day28 246.5 ± 18.56 252.5 ± 23.45 253.1 ± 19.15 

Body weight changes ' Days-Ito7 3.9 5.1 7.9 
' 

Days 7 to 14 11.9 16.7 14.4 

Days 14 to 21 7.7 9.0 7.1 

Days 21 to 28 -8.5 -13.3 -13.7 

Cumulative change Days -1 to 28 15.0 17.5 15.7 

Recovery [n = 5, 5, 5, and 3-4, in ascending group order] e 

Absolute body weight: Day28 237.6± 15.76 271.4* ± 9.37 

Day36 253.6 ± 18.06 293.4* ± 13.37 

Day43 248.2 ± 21.42 286.8* ± 5.22 

Body weight changes ' Days 28 to 36 16.0 22.0 
' 

Days 36 to 43 -5.4 -6.6 

Cumulative change Days 28 to 43 10.6 15.4 

Data from Table 2, pp. 49-50 and 52, MRJD 47925315. 

a Values are given as Mean ± Standard Deviation with group sizes as indicated. 

bThere were !5 high-dose females on days -1 through 7 and 14 thereafter. 

cCalculated by reviewer, using group means; not analyzed statistically. 

d Numbers in parentheses equal percent different from control; calculated by reviewer. 

e There were 4 high-dose females on days 28 through 42, and 3 on day 43. 
* p <0.05; **p <0.01 

256.0 ± 25.67 

278.2 ± 33.30 

280.6 ± 32.62 

22.1 

2.4 

24.6 

15 

229.7 ± 13.05 

230.2 ± 16.04 

236.8 ± 13.89 

245.4 ± 18.23 

235.1 ± 16.90 

0.5 (-87} d 

6.6 (-45) 

8.6 

-10.3 

5.4 (-64) 

243.0 -~-18.97 

269.5 ± 16.74 

269.7± 14.36 

26.5 (+66) 

0.2 

26.7 (+152) 

C. FOOD CONSUMPTION: For the first three weeks ofthe study, mean daily food consump
tion of the high-dose animals of both sexes followed a pattern, in which food consumption 
was decreased on the days the animals were dosed, increased on the day prior to dosing, and 
at an "intermediate" level on the day after dosing, and on numerous occasions the decreases 
or increases relative to controls were statistically significant. These differences are attribut
able to the 15-mL dosing volume used for these animals, which exceeded the recommenda
tion to use a dosing volume no greater than 1 mL per I 00 g body weight when using non
aqueous solutions. Although these differences are related to treatment, they are due to 
mechanical overfilling of the stomach rather than systemic toxicity, and the time-weighted 
average weekly food consumption values of the high-dose animals were similar to those of 
controls throughout the treatment interval for males or during weeks 2-4 of treatment for 
females. Nevertheless, high-dose animals of both sexes had a compensatory increase in food 
consumption during the first week of recovery. 
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TABLE 4. Food consumption of rats treated 28 days with or without I4 days of recovery (glanimal/day) a 

Parameter/Study day or Dose (mUkg/every three days) 

interval Control I 3 7.5 15 

Males [n -IS for a!! groups during main study, and n- 5 for all groups during recovery] 

Main Study: Day I 25.2±3.10 24.2 ± 2.34 22.2* ± 2.01 (-12) b 20.3**±2.13 (-19) 

Weeki 25.2 24.9 24.4 23.8 

Week2 24.7 25.6 26.5 25.5 

Week3 26.2 26.5 27.6 28.1 

Week4 24.8 22.8 23.2 24.7 

Recovery: WeekS t 28.6 27.8 28.7 33.2 (16) 

Week6 25.5 24.9 24.3 27.4 

Females [n 15, 15, 15, and 14-15 during main study and n 5, 5, 5, and 3-4 during recovery, in astending group order} 

Main Study: Day I 17.1±2.19 16.1 ±3.41 15.4±3.62 11.7**±2.63 (-32) 

Week I 17.7 17.9 18.1 14.9 (-15) 

Week2 18.2 19.9 19.8 17.9 

Week3 18.4 19.7 19.8 19.7 

Week4 16.7 16.7 17.1 16.6 

Recovery: WeekS c 18.7 21.2 (13) 22.5 (20) 24.9 (33) 

Week6 16.4 18.9(15) 20.4 (25) 18.0 (10) 

Data taken or denved from Table 3, pp. 58-64, NfRID 47925315. 

a Values are given as Mean ± Standard Deviation with group sizes as indicated or as a time weighted mean of means, calculated 
by reviewer and not analyzed statistically. 

bNumbers in parentheses equal percent different from control; calculated by reviewer. 

c The values reported for day 30 were a mean of days 30-32. The mean of means was calculated using this value for the whole 
three days rather than just once. 

dDuring main study there were 15 high~dose females on days ~I through 7 and 14 thereafter. During recovery there were 4 high
dose females on days 28 through 42, and 3 on day 43. 

* p <0.05; **p <0.01 

D. OPHTHALMOSCOPIC EXAMINATION: The only recorded abnormality was 
conjunctivitis in the left eye of one mid-dose male. This finding was not considered 
treatment-related. 

E. BLOODANALYSES: 

1. Hematology: Selected hematology data are given in Table 5. On day 28, both sexes had 
slight, but statistically significant, dose~ and treatment-related decreases in mean erythrocyte 
counts (RBC), hemoglobin concentration (HOB), and hematocrit (HCT) without co-occuring 
changes in the erythrocyte indices (MCV, MCH, MCHC). These changes are not considered 
adverse because almost all of the mean values remained within the provided historical control 
ranges; the exception was the mean HCT for high-dose females, which fell just below the 
range for 14- to 18-week old animals (41.7~47.9%). On day 42, the mean values of the 
treated groups were similar to those of controls. 
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TABLE 5. Hematology data of male and female rats treated for 28 days with or without 14 days of recovery ' 

Parameter/Study day 
Control 

Dose (mUkg/every third day) 

3 7.5 I IS 

Males [n -15 for all groups on day 28, and n- 5 for all groups on day 421 

Erythrocytes (106/!lL): Day28 8.412 ± 0.523 7.915*±0.410 7.665** ± 0.631 7.477** ± 0.649 

Day42 7.982 ± 0.324 7.490± 0.392 7.616 ± 0.327 7.650 ± 0.355 

Hemoglobin (g/dL): Day28 15.25 ± 0.853 14.42* ± 0.923 13.93** ± 0.979 13.67** ± 1.011 

Day42 14.72 ± 0.507 14.20±0.704 14.34 ± 0.695 14.62± 1.291 

Hematocrit(%): Day28 49.08 ± 2.557 46.48* ± 2.382 44.89** ± 3.278 44.07**±3.194 

Day42 47.22 ± 1.639 45.66±2.158 45.40 ± 1.471 46.96 ± 3.260 

Females [n 15, 15, 15, and 14 on day 28, and n 5, 5, 5, and 4 on day 42, in ascending group order] 

Erythrocytes (106/J!L): Day28 7.980 ± 0.233 7.478 ± 0.635 

Day42 7.352±0.390 6.898 ± 0.453 

Hemoglobin (g!dL): Day28 14.55 ± 1.378 14.05± 1.021 

Day42 14.54 ± 0.808 13.34 ± 0.865 

Hematocrit(%): Day28 47.15± 1.515 44.15** ± 2.758 

Day42 45.68 ± 2.095 41.74± 1.932 

Data from Table 4, pp. 65-80, MRID 47925315. 

a Values are given as Mean ± Standard Deviation with group sizes as indicated. 
* p <0.05; **p <0.01 

7.303** ± 0.496 7.113** ± 0.507 

6.848 ± 0.478 7.280± 0.412 

13.59* ± 0.852 13.17**±0.945 

13.50 ± 1.002 13.88 ± 0.957 

42.55** ± 2.323 41.58** ± 3.076 

42.32±3.193 43.25 ± 2.265 

2. Clinical chemistrv: Selected clinical chemistry data are given in Table 6. On day 28, both 
sexes had slight, but statistically significant, dose- and treatment-related decreases in albumin 
vvith increased globulin and decreased albumin/globulin ratio, which is a pattern of change 
consistent vvith inflammation. On day 42, the mean globulin levels of high-dose males and 
females were at the top of their respective historical control ranges, although statistical sig
nificance was no longer attained, and the albumin/globulin ratios of both sexes remained 
statistically significantly decreased, with the mean value of the high-dose males right at the 
bottom of the historical control range. High-dose males and females also had small but sta
tistically significant decreases in triglyceride concentration on day 28, which were close to or 
below the lower limit of the provided reference ranges. These differences are not considered 
adverse or toxicologically significant due to small magnitude. 
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TABLE 6, Clinical chemistry data from male and female rats treated for 28 days with or without 14 days of recovery ' 
Dose (mUkg/every third day) Historical 

Parameter/Study day 
Control 3 I 7.5 15 control ranges 

Males [n 15 for all groups on day 28, and n 5 for all groups on day 42] 

Albumin (g/dL): Day28 3.61±0.106 3.55 ..:._ 0.146 3.40** ± 0.125 3.29** ± 0.153 3.0-3.6 

Day42 3.58±0.110 3.48±0.110 3.48 ± 0.130 3.32* ± 0.179 2.9-3.5 

Globulin (g/dL): Day28 3.03 ± 0.228 3.17±0.162 3.17±0.261 3.35** ± 0.125 2.6-3.8 

Day 42 3.18±0.266 3.28 ± 0.228 3.34 ± 0.114 3.40 ± 0.122 2.8-3.4 

AIG ratio: Day28 1.21 ± 0.083 1.14* ± 0.070 1.09** ± 0.099 0.98** ± 0.068 0.8-1.3 

Day42 1.14±0.055 1.06 ± 0.055 1.04* ± 0.055 0.96** ± 0.055 1.0-1.1 

Triglycerides (mg/dL): Day 28 41.3 ± 10.72 32.9* ± 9.66 26.9** ± 8.06 22.1**±3.99 25-63 

Day42 36.4 ± 14.57 37.8± 10.80 23.8 ± 4.60 26.8 ± 8.29 21-87 

Females [n 15, 15, 15, and 14 on day 28, and n 5, 5, 5, and 4 on day 42, in ascending group order] 

Albumin (g/dL): Day28 4.15 ± 0.247 3.99 ± 0.295 3.85* ± 0.267 3.76** ± 0.341 3.2-4.0 

Day42 4.12 ± 0.228 3.94±0.313 4.04 ± 0.261 3.90±0.141 2.7-4.6 

Globulin (gldL): Day28 3.34 ± 0.150 3 .65** .,_ 0.223 3.73**±0.179 3.89** ± 0.188 2.8-4.2 

Day42 3.38±0.148 3.46 ± 0.397 3.66 ± 0.207 3.88 ± 0.377 2.6-3.8 

AJG ratio: Day28 1.23 ± 0.072 1.10**±0.100 1.03** ± 0.088 0.96**"'"0.101 0.9-1.3 

Day42 1.22±0.110 1.14±0.134 1.14± 0.089 1.03* ± 0.096 0.9-1.3 

Triglycerides (mg!dL): Day 28 29.9 ± 6.55 25.8 ± 4.02 25.1 ±6.90 22.9** .,_ 5.35 19-98 

Day42 21.4 ± 5.03 25.6 ± 3.29 27.2 ± 6.38 23.0 ± 3.46 24-47 

- -Data from pp. 82 93 and pp. 570 573, MRID 47925315. 

a Values are given as Mean ± Standard Deviation with group sizes as indicated. 

bThe ranges provided for day 28 are for animals 9-14 weeks of age, and the ranges provided for day 42 are for animals 14-18 
weeks of age. 

* p <0.05; **p <0.01 

F. URINALYSIS: Mean urine pH of the high-dose males was significantly decreased on day 
28 relative to controls (6.77 ± 0.32 vs. 7.67 ± 0 for controls; p<O.Ol) but was similar to that 
of controls on day 42 (7.10± 0.22 vs. 7.10 ± 0.42). The mean pH values of both groups on 
day 28 did fall within the provided historical control range of6.5-8.0; however, one high
dose animal and two controls had urine pH values outside of this range (6.0 for the control 
male and 2:9.0 for both controls). Although the difference is considered potentially treat
ment-related, in the absence of correlated clinical signs, alterations in clinical chemistry 
parameters, or histopathological changes, it is not considered toxicologically significant. 

There were other statistically significant increases or decreases for some urinalysis 
parameters relative to control values, but these were not considered treatment-related due to 
the absence of a dose-response pattern. 

G. SACRIFICEANDPATHOLOGY: 

1. Organ weight: Selected organ weight data are given in Table 7. Mid- and high-dose 
females had treatment-related, biologically and statistically significant increases in liver 
weight on day 28. The changes in liver weight had almost entirely resolved by the end of the 

b 
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recovery interval, but at this time the high-dose females had marked, statistically significant 
increases in pituitary and thyroid/parathyroid weights. 

TABLE 7. Organ weight dala from female rals treated for 28 days wilh or without 14 days of recovery ' 

Parameter 
Control I 

Dose (mUkglevery third day) 

3 7.5 

Main Study In 10 for all groupsj 

Body weight (g) 259±21 253 ± 24 264 ± 19 

Brain weight (g) 1.787 ± 0.!36 1.807 ± 0.143 1.860 ... 0.135 

Liver: 

Absolute weight (g) 9.446 ± 1.090 11.353±2.301 13.259**± 1.516 

(+40) b 

Organ/body weight(%) 3.636±0.219 4.448** ± 0.464 (+22) 5.0223** ± 0.408 (+38) 

Organ/brain weight (ratio) 5.288 ± 0.486 6.335 ± 1.498 7.137** ± 0.726 (+35) 

Recovery In 5, 5, 5, and 3, in ascending group orderj 

Body weight (g) 247 ± 20 285*±6 (+15) 274±31 

Brain weight (g) 1.844 ± 0.095 1.964 ± 0.075 1.960 ± 0.156 

Liver: 

Absolute weight (g) 8.452±0.6!8 10.772** ± 0.514 (+27) 10.567** ± 1.307 (+25) 

Organ/body weighl (%) 3.428 ± 0.208 3.783* ± 0.179 (+10) 3.864* ± 0.205 (+13) 

Organ/brain weight (ratio) 4.584 ± 0.260 5.490# ± 0.307 (+20) 5.433#± 0.927 (+19) 

Pituitary: 

Absolute weight (g) 0.0164±0.0019 0.0219* ± 0.0032 (+34) 0.0192 ± 0.0018 

Organ/body weight(%) 0.0066 ± 0.0012 0.0077 ± 0.0011 0.0071 ± 0.0003 

Organ/brain weight (ratio) 0.0088 ± 0.0011 0.0111 ± 0.0015 0.0099 ± 0.0015 

Thyroid/parathyroid: 

Absolute weight (g) 0.0173 ± 0.0016 0.0208 ± 0.0028 0.0194 ± 0.0021 

Organ/body weight(%) 0.0070 ± 0.0007 0.0073 ± 0.00 I 0 0.0072 ± 0.0011 

Organ/brain weight (ratio) 0.0094 ± 0.0005 0.0106 ± 0.0014 0.0099 ± 0.0009 

Data from Table 8, pp. 108-109 and 114-115, MRID 47925315. 

a Values are given as Mean ± Standard Deviation with group sizes as indicated. 

b Numbers in parentheses equal percent different from control; calculated by reviewer. 
* p <0.05; **p <0.0 I 
~p<0.05; Dunnett's lest performed by reviewer. 

I 15 

238 ± 18 

1.826 ± 0.126 

12.862** ± 2.289 (+36) 

5.389** ± 0.754 (+48) 

7.072** ± 1.372 (+34) 

265 ± 16 

2.006±0.172 

I 1.337** ± 1.292 (+II) 

4.270** ± 0.236 (+25) 

5.655~ ± 0.470 (+23) 

0.0248** ± 0.0014 (+51) 

0.0094** ± 0.0002 (+42) 

0.0124** ± 0.0009 (+41) 

0.0246** ± 0.0050 (+42) 

0.0083* ± 0.0020 (+33) 

0.0122* ± 0.0021 (+30) 

2. Gross pathology: One high-dose main study male had chronic dermatitis of the tail as a 
correlate to treatment-related in-life findings. Other gross lesions noted at the scheduled 
necropsies included sporadic observations of small epididymides or testes, red discoloration 
of the epididymides, enlargement or red discoloration of the mandibular lymph node, white 
focus in the nonglandular stomach, distended urinary bladder, ovarian cyst, mild dilatation of 
the renal pelvis, and absence of the left kidney and left uterine horn (both in the same 
animal). All were present at single incidences and were not considered treatment-related. 

3. Microscopic pathology: Selected histopathology observations are given in Table 8. 
Treatment-related effects were noted in main-study females of all dose levels and consisted 
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of minimal to mild paniobular hepatocyte hypertrophy, characterized by cell enlargement and 
increased homogenous eosinophilic staining of cytoplasm. No similar findings were noted at 
the end of the two-week recovery interval. All of the examined pituitary, thyroid, and 
parathyroid glands were found to be withinnonnallimits; however, these organs were only 
evaluated in control and high-dose main-study animals and the high-dose recovery female 
that was found dead on day 42. 

All other microscopic observations were sporadic single occurrences and/or present at similar 
incidences in the control and high-dose groups and generally consisted of common findings 
in rats of this strain and age, such as thymic atrophy, cardiomyopathy and chronic progressive 
nephropathy. 

TABLE 8. Liver histopathology from surviving female rats treated for 28 days with or without 14 days of recovery ' 

Observation 
Control I 

Dose (mUkg!every third day) 

3 7.5 15 

Main Study 

[Number examined) [10] [10] [10[ [10] 

Panlobular hepatocyte hypertrophy: 

Minimal 0 2 6 7 

Mild 0 I 3 2 

Total 0 3 9 9 

Focal necrosis 0 I 0 0 

Subacnte inflammation (minimal) 9 9 10 9 

Within normal limits I I 0 0 

Recovery 

[Number examined[ [5] [5[ [5[ [3] 

Panlobular hepatocyte hypertrophy: 0 0 0 0 

Subacute inflammation (minimal) 5 5 5 3 

Within normal limits 0 0 0 0 

Data from Table 9, pp. 127 and !35, MRID 47925315. 

H. TEST MATERIAL CONCENTRATION IN PLASMA: Selected results of the plasma 
analyses are given in Table 9. The active ingredient was not found above the detectable limit 
(0.5 ~g/mL or 0.5 ppm) in any of the samples taken pre-dosing (at 0 hours), and the active 
ingredient was not detected at any time point in low-dose males on any day, in mid-dose 
males on day 1-2, or in mid-dose females on day 28-29. One or more samples taken from 
high-dose animals of both sexes on both days, from mid-dose females on day 1-2, or from 
mid-dose males on day 28-29, did contain detectable concentrations of the test material at one 
or more time points between 1 and 24 hours after dosing. However, the available data were 
insufficient to establish a toxicokinetic time course or pattern. 
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TABLE 9. Mean [and individual] detectable plasma levels ofactive ingredient following dosing on days 1 and 28 (}lg/mL) 

Treatment group/ Hours post*dosing 

Study day 1 2 4 8 24 

Males 

Day 1 Not detected Not detected Not detected Not detected Not detected 

Low*dose 
Day28 Not detected Not detected Not detected Not detected Not detected 

Day 1 Not detected Not detected Not detected Not detected Not detected 

Mid*dose 
Day28 Not detected 0.30 Not detected Not detected Not detected 

[0.90, 0.00, 0.00] 

Day 1 0.22 0.42 0.49 Not detected Not detected 

High*dosc 
[0.66, 0.00, 0.00] [0.64, 0.62, 0.00] 10.68, 0.00, 0.79] 

Day28 0.18 0.43 Not detected Not detected Not detected 

[0.00, 0.00, 0.53] [0.00, 0.00, 1.30] 

Females 

Day 1 Not detected 0.35 0.48 Not detected Not detected 

Low*dose 
[1.06, 0.00, 0.00] [0.00, 1.43, 0.00] 

Day28 Not detected Not detected Not detected Not detected Not detected 

Day 1 Not detected 0.51 0.20 0.97 1.19 

Mid*dose 
10.79, 0.00, 0.74] [0.00, 0.00, 0.59] [2.03, 0.00, 0.87] [1.87, 0.00, 1.71] 

Day28 Not detected Not detected Not detected Not detected Not detected 

Day 1 0.53 0.57 1.41 Not detected 0.81 

High-dose 
[0.00, 0.67, 0.91] [0.00, 0.00, 1.72] 11.09, 3.14, 0.00] (0.00, 1.16, 1.28] 

Day28 0.24 0.27 0.00 0.60 0.42 

[0.72, 0.00, 0.00] [0.80, 0.00, 0.00] 10.00, 0.00, 0.00] [0.00, 0.00, 1.80] (0.00, 0.68, 0.58] 

-Data from pp. 406-407, .MRJD 479253b. 

III. DISCUSSION AND CONCLUSIONS: 

A. INVESTIGATOR'S CONCLUSIONS: The study author concluded that oral administra
tion of the test material to rats every three days at dose levels of 3, 7.5, and 15 mL/kg was 
well tolerated and resulted in minor changes in hematology and clinical chemistry parameters 
in both sexes, along with increased liver weights in females, which corresponded to hepato
cellular hypertrophy. The study author noted that the hepatocellular hypertrophy most likely 
represented an adaptive, physiological response of the liver to the presence of a xenobiotic 
agent rather than an adverse effect. The study author also noted that most of the treatment
related changes had resolved by the conclusion of the 14*day recovery intervaL 

B. REVIEWER COMMENTS: 
In the opinion of the reviewer, there were other biologically significant treatment-related 
effects in addition to the reversible, marginally significant hematological changes in high
dose animals of both sexes (slight normocytic, normochromic reduction in erythroid mass) 
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and reversible hepatocellular hypertrophy in mid~ and high~dose females that were mentioned 
by the author of the study report. It is unknown whether the decreased body weight gains of 
the high~dose males and females were entirely attributable to the cyclic increases and reduc~ 
tions in food consumption related to the timing of dosing and the large volume of the doses; 
therefore, these must be considered potentially treatment~related. They could have resulted 
from systemic toxicity or impaired absorption of nutrients due to the physical characteristics 
of the test material. 

The observations of "hypersensitive to touch" in two high-dose females are also considered 
treatment-related, although the significance of this finding is unclear, as it could be an indica
tion of neurotoxicity, but it also could be related to pain or discomfort. The treatment~related 
dermatological clinical signs are of unknown significance but are considered potentially 
adverse. 

The reviewer agrees that the hepatocellular hypertrophy and resultant increased liver weights 
most likely were an adaptive, physiological response to a xenobiotic agent, rather than an 
adverse effect. There were no concurrent lesions indicative of hepatic tissue or organ taxi~ 
city, coagulation was unaltered, and there were no increases in enzyme activity indicative of 
hepatocellular injury or impaired hepatobiliary function. Albumin was trending downward, 
but total protein, globulin, cholesterol, and urea (BUN) were not. 

However, in light of the marked increases in pituitary and thyroid/parathyroid glands of the 
high~dose females during recovery, it is possible that the altered hepatic metabolism resulted 
in secondary, extrahepatic toxicity, such as altered levels of thyroid hormones or a disruption 
of the hypothalamic~pituitary-thyroid axis, which went undetected during the treatment inter~ 
val. It is therefore very disappointing that the investigators did not perform histopathology on 
these "delayed" target organs. 

C. STUDY DEFICIENCIES: 

OPPTS 870.3050 states that the animals are to be dosed with the test substance daily, seven 
days each week, for a period of28 days, although the use of a 5-day~per~week dosing regimen 
is acceptable if adequate justification is provided. In this study, doses were administered 
once every three days (on days I, 4, 7, 10, 13, 16, 19, 22, 25, and 28); therefore, this study 
does not satisfY the guideline requirement for a 28~day oral toxicity study (OPPTS 870.3050; 
OECD 407) in a rodent species. 

This study is therefore classified as a non~guideline study. 

An additional major deficiency is that the pituitary, thyroid, and parathyroid glands of the 
recovery females were not examined under light microscopy despite showing marked weight 
increases in just two weeks time. Although these changes occurred during recovery, further 
investigation was very much warranted in order to identifY and further characterize an uncle~ 
tected but potentially serious treatment-related effect and determine whether further, in~depth 
investigation of this aspect is necessary. Because the investigators neglected to do histopath
ology on tissues and organs identified as showing effects in the treated groups, this study is 
unacceptable. 
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The following deficiencies were also noted: 
• Functional neurological observations (assessment of sensory reactivity to stimuli of 

different types, grip strength measurement, and motor activity assessments) were not 
performed and have not been conducted in conjunction with any other study available to 
the reviewer. 

• Clinical signs data did not include accurate description of time of onset or duration, as the 
individual data only indicated that a particular animal exhibited a particular clinical sign 
during a particular week. 

• The nature of a clinical observation "hypersensitive to touch" was not adequately 
described. This is of special concern because the hypersensitivity could have a 
neurological basis or be due to pain or discomfort from skin lesions. 

• The dosing volume of the high-dose group exceeded the recommended 1 mL/100 g limit 
for non-aqueous solutions. 

• The animals were approximately 10 weeks of age at the initiation of dosing, rather than 
less than 9 weeks old, as specified in the guideline. 

• The following organs were not weighed: thymus, uterus, and epidiymus. 
• The following organs and tissues, or representative samples thereof, were not collected 

and preserved for possible future histopathology: nose, pharynx, and larynx. 
• A uniform dosing volume that employed the vehicle found in the test material should 

have been used for all treatment groups to differentiate toxicities due to vehicle, and 
effects to the animals from the large dosing volume. 
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EPA Work Assignment Manager: Cheryl Greene, Ph.D. Signature: --------

M~L--- M!JN~ ~I Date: ____ _ 
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TXR#: 7--{?--£771#?------.. ......______ 

I DATAEVALUATIONRECORD I 

STUDY TYPE: 28-Day Dermal Toxicity- Pig; Non-guideline 

PC CODE: 000207 DP BARCODE: 372778 

TEST MATERIAL (PURITY): Pediculocide 100 [Isopropyl Myristate Solution 50% w/w] 
(50.95% a.i., Lot #C0163AOO!) 

SYNONYMS: Resultix™ 

CITATION: Goldenthal, E. (2003) 28-Day toxicity study in pigs with a 14-day recovery. MPI 
Research, Inc., 54943 N. Main Street, Mattawan, Michigan. Laboratory study number 1016· 
002, November 20, 2003. MRID 47925316. Unpublished. 

SPONSOR: Piedmont Pharmaceuticals, Greensboro, North Carolina. 

EXECUTIVE SUMMARY: 

In a 28-day dermal toxicity study (MRID 479253!6), groups of four Landrace-Duroc pigs/sex/ 
dose were dermally exposed to undiluted Pediculocide 100 [Isopropyl Myristate Solution 50% 
w/w] (50.95% a.i., lot #C0!63AOOI) applied topically, every three days, at dose volumes of I, 3, 
or 10 mL/animal, to clipped 20 em by 40 em application sites on the back. A control group of 
four animals/sex was treated in a similar manner with 10 mL of deionized water. Additional 
"recovery" groups of two animals/sex/dose were treated with 10 mL volumes of either deionized 
water or test material according to the regimen described above, followed by a 14-day recovery 
period with no further treatments. Dosing took place on days 1, 4, 7, 10, 13, 16, 19, 22, 25, and 
28 of the study, and the applied doses were equivalent to 0, 20.31-33.89 mg/kg bw, 59.62-94.43 
mg/kg bw, or 196.3-321.3 mg/kg bw. 

There were no adverse treatment·related effects on survival, clinical signs, derrn~l i:ritation, "body 
weight, hematology, clinical chemistry, or gross and histologic pathology. At the highest tlpse_ 
level tested, males had slightly increased pituitary weights, relative to controls (ahso~ute: 26%, 
relative to body: 50%, and relative to brain 33%; p<O.OS or 0.01 for all), and feTYI::tlt>-S had er)'iivn
cally increased adrenal weights (absolute: 18%, relative to body: 21%, and rela~in:-~o brain: 24%; 
0.01 for organ/brain, only). These changes were not detected at the conclusion of the recov-e::,' 
period. These fmdings may be treatment-related but were not considered toxicologically signifi
cant, as there were no correlated microscopic fmdings or potentially associated changes in cr.y .:>f 
the evaluated clinical pathology parameters. 
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Under the conditions of this study, the dermal toxicity LOAEL for every-third-day 
application ofPediculocide 100 [Isopropyl Myristate Solution 50% w/w] to Landrace
Duroc pigs has not been identified, and the NOAEL is greater than or equal to 10 mL (or 
196.3-321.3 rug/kg bw). 

This 28-day dermal toxicity study in the pig is Acceptable I Non-guideline. Due to use of an 
incorrect dosing regimen and inappropriate dose selection, this study does not satisfY the 
guideline requirement for a 28-day dermal toxicity study (OPPTS 870.3200; OECD 41 0). See 
deficiency section. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality 
statements were provided. 
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I. MATERIALS AND METHODS: 

A. MATERIALS: 

1. Test material: 
Description: 
Lot#: 
Purity: 
Compound stability: 
CAS#: 
Structure: 

Pediculocide 100 [Isopropyl Myristate Solution 50% w/w] 
Clear, viscous liquid 
C0163A001 (also C01630001) 
50.95% a.i. 
Expected to be stable for the duration of the study 
Not available 
Not available 

2. Vehicle and/or positive control: The vehicle was deionized water supplied by the Test 
Material Control Department. No positive control was used. 

3. Test animals: 
Species: 
Strain: 
Age/weight at study initiation: 
Source: 
Housing: 
Diet: 

Water: 
Environmental conditions: 

Acclimation period: 

B. STUDY DESIGN: 

Porcine 
Landrace-Duroc Cross 
Approximately six weeks/males: 12.6-16.1 kg; females: 14.0-18.0 kg. 
Bailey Terra Nova Fanns, Schoolcraft, Michigan 
Individually, in large animal runs with aspen wood shavings. 
Lab Minipig Diet (Grower) #5081 (PMI Nutrition International, Inc.), 

at 0.75 kg/animaVday 
Unspecified drinking water, ad libitum 
Temperature: 69-81°F 
Humidity: 32-68% 
Air changes: Not reported 
Photoperiod: Approximately 12 hrs dark/12 hrs light 
Two weeks 

1. In life dates: Start: July 17, 2003; End: August 29,2003. 

2. Animal assignment: Animal assignment is given in Table I. Animals were assigned to the 
test groups based on body weight using a standard block randomization procedure. The first 
two animals per sex in the control and high-dose groups were designated for further 
evaluation over a 14-day recovery period. 
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TABLE 1: Stud desi n 
Application Dose to animal Dose range Main Study Recovery 

Test group 
volume (mg/animal) (mg/kg bw) # # # # 

' b (mL/animal) 
every 3 days every 3 days every 3 days Male Female Male Female 

l. Control 10 0 0 4 

2. Low-dose I 469.1 20.31-33.89 4 

3. Mid-dose 3 1407 59.62-94.43 4 

4. High-dose 10 4691 196.3-321.3 4 

Data taken from p. II, MRID 47925316. 

a Calculated by reviewer as dosing volume in mL times 0.9207 g/mL times% a.i. times 1000 mg/g. 

b Calculated by reviewer, using individual body weights. 

4 2 2 

4 0 0 

4 0 0 

4 2 2 

3. Dose selection rationale: The doses were selected based on the results of a preliminary study 
conducted at the testing facility. No further information or data from the study were 
provided. 

4. Preparation and treatment of animal skin: Approximately one day before the first appli
cation and approximately every two weeks thereafter (or as needed to demarcate the applica
tion site), the hair was clipped from an area measuring at least 20 em by 40 em on the back of 
each test animal, using electric clippers. The appropriate dosing volume of the test substance 
or vehicle control was evenly distributed over the designated application site using a spatula. 
No dressings or occlusive coverings were used. The study protocol stated that, prior to each 

application, any residual test article would be removed by gently wiping the dose site with 
tepid tap water and a cotton or paper towel (p. 423), but there was no mention of this in the 
"Material and Methods" section of the study report (p. 12). Doses were administered once 
every three days (on days 1, 4, 7, 10, 13, 16, 19, 22, 25, and 28), in the application volumes 
given in Table 1. 

5. Statistics: Mean body and organ weights, hematology and all clinical chemistry parameters 
except for creatine kinase activity were analyzed using Levene's test followed by either 
Dunnett's test (for data with homogeneous variances) or Welch's t-test with a Bonferroni 
correction (for data with non-homogeneous variances). Total and differential leukocyte 
counts were log-transformed prior to analysis. Creatine kinase data were rank-transformed 
and then analyzed using Dunnett's test. All endpoints were analyzed using two-tailed tests, 
and the results were reported at the 0.05 and 0.01 significance levels. Data from the recovery 
portion of the study were not subjected to statistical analysis. 

C, METHODS: 

1. Observations: 

a. Cageside observations: The animals were observed at least twice daily for mortality, 
morbidity, signs of toxicity, or injury. 

b. Clinical examinations: Detailed clinical examinations were conducted weekly. 
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c. Neurological evaluations: Neurological evaluations were not done as part of the current 
study. 

d. Skin reactions: Once daily throughout the study, the application site of each animal was 
examined for signs of local skin irritation and scored for erythema and edema according 
to the Draize method. On treatment days, this was done prior to application of the test or 
control substance. 

2. Body weight: Animals were weighed prior to randomization on day -1 and weekly during 
the study. 

3. Food consumption: Food consumption was not recorded. 

4. Ophthalmoscopic examination: All animals were given eye examinations prior to exposure 
and on day 25. The examinations were conducted by a board-certified veterinary ophthal
mologist. The eyes were dilated with tropicamide, and an indirect ophthalmoscope was used. 

5. Hematology and clinical chemistry: Blood for hematology, coagulation, and clinical 
chemistry evaluations was collected following an overnight fast from all surviving animals 
pre-test, on day 27, and at the end of recovery (for recovery animals). Samples were taken 
from the jugular vein. The CHECKED (X) parameters were examined. 

a. Hematology: 

+ Hematocrit (HCD* + Leukocyte differential count* 

+ Hemoglobin (HGB)* + Mean corpuscular HGB (MCH)* 

+ Leukocyte count (WBC)* + Mean corpusc. HGB conc.(MCHC)* 

+ El)1:hrocyte count (RBC)* + Mean corpusc. volume (MCV)* 

__£ Platelet count* f2- Reticulocyte count (absolute and percentage) 

x 
Blood clotting measurements* 

1-(Thromboplastin time) 
--"--

(Clotting time) 
1-

x (Prothrombin time) 1-
.. 

*Recommended for 28-day dennal tOXICity studies based on Guide!me 870.3200 
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X ELECTROLYTES 

+ Calcium 

2- Chloride 
Magnesium 

+ Phosphorus 

+ Potassium* (K) 
X Sodium* (NA) 

Subchronic (28~day) Dermal Toxicity Study (2003) f Page 7 of 14 
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X OTHER 

X Albumin* 
X Creatinine* 

X Urea nitrogen* 

X Total Cholesterol* 

X Globulins 

X Glucose* 

X ENZYMES (more than 2 hepatic enzymes, eg., *) X Total bilirubin 

2- Alkaline phosphatase (AP)* X Total protein* 
Cholinesterase (ChE) X Triglycerides 

---x 
---"--

Creatine phosphokinase (CK) Serum protein electrophoresis 

Lactic acid dehydrogenase (LDH) 

---x Alanine aminotransferase (ALT/also SGPT)* 

--T Aspartate aminotransferase (AST/also SOOT)* 

---x Gamma glutamyl transferase (GOT)* 
Glutamate dehydrogenase 
Sorbitol dehydrogenase* 

.. 
*Recommended for 28-day dennal tox1ctty studtes based on GUJdelme 870.3200 

6. Urinalysis: Urinalysis is optional for 28~day dermal toxicity studies and was not carried out 
as part of the current study. 

7. Plasma test material concentration: On days 1-2 and 28~29, blood samples were collected 
from all animals of the low~, mid-, and high-dose groups, prior to dosing and 1, 2, 4, 8, and 
24 hours after dosing for determinations of the plasma concentration of the test material. 
Samples were taken from the jugular vein, and except for the 24-hour post~dosing sample, 
taken on day 29 (prior to necropsy), the animals were not fasted prior to collection. Accord
ing to the study protocol, the analytical assay was conducted by KAR Laboratories, Inc., 
Kalamazoo, Michigan, using a sponsor-supplied, validated analytical method, which was not 
otherwise specified or described in the study report. 

8. Sacrifice and pathology: On day 29 (main study animals) or at the end of recovery, the 
surviving animals were sedated with Telazol and sacrificed via intravenous or intracardiac 
injection of sodium pentobarbital followed by exsanguination through the femoral vessels. 
All were subjected to a gross necropsy, which included external examination including 
palpable masses and internal examination of the contents of the abdominal, thoracic, and 
cranial cavities. Bone marrow smears were collected and retained for potential future 
examination. The CHECKED (X) organs or tissues, or representative samples thereof, were 
collected, fixed in neutral buffered formalin or Davidson's fixative (for eyes with optic nerve 
and contiguous Harderian gland), processed, stained with hematoxylin and eosin, and 
subjected to histological examination. The INDICATED (XX) organs, in addition, were 
weighed. 
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X DIGESTIVE SYSTEM X CARDIOV ASC./HEMAT. X 

X Tongue X Aorta, thoracic* XX 
X Salivary glands* fx- Heart*+ X 
X Esophagus* x Bone marrow* X 
X Stomach* x Lymph nodes* XX 
X Duodenum* fx- Spleen*+ X 

X Jejunum* x 
~ 

Thymus*+ I X 

X Ileum* XX 

X Cecum* X UROGENITAL 

X Colon* XX Kidneys*+ X 
X Rectum* X Urinary bladder* XX 

XX Liver*+ XX Testes*+ XX 

X Gall bladder* (not rat) 1-"- Epididymides*+ X 

Bile duct* (rat) ~ Prostate* X 
X Pancreas* X Seminal vesicles* X 

X RESPmATORY XX Ovaries*+ X 

X Trachea* X Uterus*+ (with cervix) X 

X Lung* X Vagina 

Nose* X Manunary gland*"' 
Pharynx* 

Larynx* 

• 
+ 
# 

.. 
Recommended for 28-day dermal tOXICity studies based on Gmdehne 870.3200 
Organ weights required. 
Thyroid and parathyroid were weighed together. 
Females only. 

II. RESULTS: 

A. OBSERVATIONS: 

NEUROLOGIC 

Brain*+ 
Peripheral nerve* (sciatic) 
Spinal cord (3 levels)* 

Pituitary* 
Eyes (optic nerve)* 

I GLANDULAR 

Adrenal gland*+ 

Lacrimal gland 

Harderian gland 
Parathyroid*# 
Thyroid*# 

OTHER 

Bone (sternum and femur) 
Skeletal muscle (biceps femoris) 

Skin* (treated & untreated areas) 

All gross lesions and masses* 

1. Clinical signs of toxicity: Cageside observations either were not reported or were reported 
together with the observations from the weekly detailed clinical examinations, as "clinical 
findings." No abnormal clinical findings were reported. In both the summary and individual 
tables, all observations were recorded simply as "no abnormalities detected" along with study 
week(s). The summary tables and "deviations" section of the study report indicated that the 
detailed clinical observations were not conducted for some animals during week 5 of the 
study (apparently at the end of the treatment interval). 

2. Mortality: There were no deaths or moribund sacrifices during the main study or recovery 
intervals. 

3. Dermal irritation: The application sites of some of the animals were not scored on days 26, 
29, or 30. These included the following: on day 26, three animals per sex from the control 
and high-dose groups and I animal per sex from the low-, and mid-dose groups; on day 29, 
one high-dose female; and one day 30 one animal per sex from the control and high-dose 
groups. 

The application site of one high-dose female had very slight erythema (grade 1) on day 29 
and very slight edema (grade I) on days 28 and 29. There were no observations of erythema 

I 
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and/or edema on this animal at any other time point, and the application sites of all of the 
other animals were normal on all of the occasions on which scores were recorded. 

B. BODY WEIGHT AND WEIGHT GAIN: Body weight data are given in Table 2. Mean 
absolute body weights of the treated groups were similar to those of controls throughout 
treatment. Weekly body weight gain was highly variable, both within and between groups, as 
well as for individual animals from one interval to the next. 

Although all treated groups did have decreased body weight gain during the first week of the 
study, these differences cannot be definitively attributed to treatment. An additional con
founder is that the treated animals (but not the controls) were subjected to six blood draws 
within a 24-hour time at the beginning of the study. Stress is known to decrease growth rates, 
decrease efficiency of food utilization, and cause uneven growth in weanling and grower 
pigs. No other clear, consistent patterns were seen. 
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TABLE 2. Body weight data (kg)
3 

Parameter/Study week or Dose (mUanima]fevery three days) 

interval Control I 3 10 

Males 

Main study body weight: 
Week-I 15.75 ± 1.39 15.50± 1.12 16.08 ± 1.27 16.52 ± 1.35 

Weeki 17.74± 1.42 16.66 ± 1.44 16.56 ± 1.06 17.89± 1.00 

Week2 18.81 ± 1.38 17.16±2.17 17.95 ± 1.14 18.63± 1.63 

Week3 20.11 ± 1.07 18.68 ± 2.02 18.71 ± 1.15 19.95 ± 1.70 

Week4 21.94± 1.10 20.68 ± 1.75 21.24 ± 1.65 21.97 ± 1.59 

Recovery body weightc: 
Week4 21.55 ± 1.06 Not applicable, or NA NA 22.65 ± 1.77 
WeekS 21.75 ± 0.50 NA NA 22.25 ± 1.06 

Week6 22.45 ± 0.21 NA NA 23.13 ± 0.25 

Body weight changes "' ' Weeks -I to I 1.99 ± 1.13 1.17± 1.07(-42)d 0.48 ± 0.69 (-76) 1.37±0.65(-31) 

Weeks I to 2 1.07 ± 0.33 0.50 ± 0.87 (-53) 1.39 ± 0.80 (+30) 0.74±1.24(-31) 

Weeks 2 to 3 1.30±0.69 1.51 ±0.31 (+17) 0.76±0.60(-41) 1.33 ± 1.12 (+2) 

Weeks 3 to 4 1.83 ± 0.52 2.00 ± 0.38 ( +9) 2.53 ± 0.82 (+38) 2.02 ± 0.71 (+10) 

Weeks -1 to 4, in kg 6.19±0.90 5.18 ± 01.42 (-16.4) 5.16 ± 01.76 (-17) 5.45 ± 0.93 (-12.0) 

[and% initial BW[ [39.3%] [33.4%] [32.1%] [33.0%] 

Recovery (Weeks 4-6) 0.90 ± 0.85 NA NA 0.48 ± 1.52 (-47) 

Females 

Main study body weight: 

\Veek -I 16.97 ± 1.91 16.72 ± 1.85 16.88 ± 1.62 17.11 ±0.98 

Weeki 18.86± 1.61 17.97±1.00 17.85 ± 1.18 17.82 ± 0.75 

Week2 19.28± 1.37 19.17±0.63 18.36 ± 0.34 19.06± 1.07 

Week3 20.84 ± 1.50 20.01 ± 2.04 20.14 ± L19 20.06 ± 0.84 

Week4 22.87 ± 1.47 22.25 ± 0.66 21.96 ± 1.24 22.15 ± 1.00 

Recovery body weightc: 
Week4 22.60 ± 2.12 NA NA 21.98 ± 2.02 

WeekS 22.85 ± 2.90 NA NA 22.25 ±0.92 

Week6 24.70 ± 3.39 NA NA 21.75±3.46 

Body weight changes "' ' Weeks-Ito I 1.89 ± 0.93 1.25±Ll3(-34) 0.97 ± 1.48 (-49) 0.72 ± 0.45 (-62) 

Weeks I to 2 0.41±0.25 1.20±0.71 (+192) 0.52 ± 0.94 (+26) 1.07 ± 0.84 (+ 160) 

Weeks 2 to3 1.57 ± 0.78 0.85 ± 2.0 ( -46) 1.78±0.97(+13) L17 ± 1.47 (-26) 

Weeks 3 to 4 2.03 ± 0.42 2.24±1.54(+11) 1.83±0.57(-10) 2.09 ± 0.91 

Weeks -I to 4, in kg 5.90 ± 1.34 5.53 ± 1.91 5.09± L16(-14) 5.05±0.40(-14) 

[and o;, initial BW[ [35%] [33%[ [30%[ [29%] 

Recovery (Weeks 4-6) 2.IO ± 1.27 NA NA -0.23 ± 1.45 

Data from Table 2, pp. 33-36, MRID 47925316. 
3 Values are given as Mean± Standard Deviation. Group sizes (n) during Main Study were 6, 4, 4, and 6 in ascending group 

order; during Recovery n = 2 for both control and high-dose groups. 

b Calculated by reviewer. 

cNot analyzed statistically. 

d Numbers in parentheses are percent difference from control; calculated by reviewer. 
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C. TEST MATERIAL CONCENTRATIONS IN PLASMA: The active ingredient was not 
found above the detectable limit (0.5 J.lg/mL or 0.5 ppm) in any of the samples from the low
and mid-dose animals. 1bree high-dose males and four high-dose females had detectable 
plasma levels of the active ingredient at one or more time points between one and eight hours 
after dosing on day 1 and/or day 28. These results are given in Table 3. 

TABLE 3. Plasma concentration (~g/mL) of active ingredient in high-dose animals on Day I and Day 28 

Animal number/Study 
d'y I 

I30: Day I 1.29 

Day28 .. 

133: Day I 1.71 

Day28 .. 

I34: Day I .. 

Day28 1.62 

135: Day I .. 

Day28 0.613 

I37: Day I 0.799 

Day28 1.71 

I38: Day I 1.1 

Day28 .. 
140: Day I .. 

Day28 0.892 

Data from Appendix J, pp. 290-291, MRID 47925316. 

a Active ingredient was not detected. 

Hours post-dosing 

2 4 8 

Males 

' .. 1.43 .. 
.. .. .. 
.. .. .. 

.. .. .. 

.. .. .. 

0.602 .. 0.571 

Females 

.. 0.757 .. 

0.614 0.524 2.73 

0.608 .. .. 
2.4 0.689 .. 

.. .. .. 

.. .. .. 
1.28 .. .. 
.. .. .. 

D. OPHTHALMOSCOPIC EXAMINATION: There were no abnormal ophthalmological 
findings. 

E. BLOOD ANALYSES: 

1. Hematology: There were no treatment-related effects on hematology or coagulation para
meters. A statistically significant decrease in the percentage reticulocytes in high-dose males 
on day 27 (relative to the control value) was not considered toxicologically relevant in the 
absence of correlated changes in hematocrit, erythrocyte count, and/or hemoglobin. 

2. Clinical chemistry: There were no biologically or toxicologically significant treatment
related effects on the evaluated clinical chemistry parameters. There were statistical 
increases or decreases for some parameters relative to control values, but in all cases the 
changes were minimal, did not exhibit a dose response, and/or the values fell within two 
standard deviations of the mean control value. 
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F. SACRIFICE AND PATHOLOGY: 

1. Organ weight: High-dose main study males had slightly increased pituitary weights, and 
high-dose females had equivocally increased adrenal weights (Table 4). These findings may 
be treatment-related but are not considered toxicologically significant, as there were no 
correlated microscopic findings or potentially associated changes in any of the evaluated 
clinical pathology parameters. 

TABLE 4. Organ weight data from male pigs treated for 28 days ' 
Dose (mL/kg/every third day) 

Parameter 
Control I I 3 

Main study males [n 4 for all groups[ 

Body weight (kg) 21.03 ± 0.60 19.71 ± 1.82 20.15 ± 1.34 

Brain weight (g) 73.48 ± 2.848 69.64 ± 2.599 65.07** ± 4.014 (-11}b 

Pituitary gland: [# examined [ [3] [4] [4] 

Absolute weight (g) 0.088 ± 0.007 0.088 ± 0.007 0.098 ± 0.009 

Organ/body weight(%) 0.0004 ± 0.0000 0.0004 ± 0.0001 0.0005 ± 0.0001 

Organ/brain weight (ratio) 0.0012±0.0000 0.0013 ± 0.0001 0.0015** ± 0.0001 (+25) 

Main study females [n 4 for all groups[ 

Body weight (kg) 21.86 ± 0.94 21.40 ± 1.32 20.64 ± 1.20 

Brain weight (g) 70.923 ± 4.044 67.810± 1.136 68.050 ± 5.271 

Adrenal gland: [#examined[ [4] [4] [4] 

Absolute weight (g) 2.088±0.218 2.000 ± 0.116 2.278 ± 0.366 

Organ/body weight(%) 0.0096 ± 0.0013 0.0094 ± 0.0004 0.0110 ± 0.0013 

Organ/brain weight (ratio) 0.0295 ± 0.0032 0.0295 ± 0.0013 0.0334 ± 0.0035 

Data from Table 7, pp. 102-103, MRID 47925316. 
11Values given as Mean± Standard Deviation, with group sizes as indicated. 

b Numbers in parentheses equal percent difference from control; calculated by reviewer. 
*p<0.05; **p<O.Ol 

10 

20.18± 1.60 

70.40±3.137 

[3] 

0.111 * ± 0.008 (+26) 

0.0006* ± 0.0001 (+50) 

0.0016** ± 0.0000 (+33) 

21.11 ±0.19 

67.332 ± 5.868 

[4] 

2.458 ± 0.043 (+18) 

0.0116 ± 0.0002 (+21) 

0.0367** ± 0.0028 ( +24) 

2. Gross pathology: The only abnormaJ gross findings were a mild adhesion of the urinary 
bladder in one control female and a moderate abscess of the subcutis in the anogenital region 
of one high-dose female. 

3. Microscooic patholo!!V: There were no treatment-related microscopic changes, and all 
pituitary and adrenal glands were found to be within normal limits. The most common 
observations were lymphocytic infiltration of the kidneys and lungs, which were both noted 
in all or most animals. Other findings included lymphocytic infiltration of mandibular 
salivary gland, liver, testes, epididymides, or vagina, vulvar abscess, subacute inflammation 
of the heart, tongue or lungs, and regeneration in the pyloric region of the stomach. These 
were noted sporadically in single animaJs and/or without a dose response. 
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Ill. DISCUSSION AND CONCLUSIONS: 

A. INVESTIGATORS' CONCLUSIONS: The study author concluded that dermal applica· 
tion of the test material every three days at volumes of 1, 3, or 10 mL/animal was very well 
tolerated and did not affect any of the evaluated parameters. Accordingly, the study author 
set a No-Observed-Effect-Level (NOEL) of 10 mL/animaL 

B. REVIEWER COMMENTS: 

The reviewer agrees that there were no adverse treatment-related effects on survival, clinical 
signs, dermal irritation, body weight, hematology, clinical chemistry, organ weight, or gross 
and microscopic pathology. The reviewer does consider the increased pituitary weights in 
high-dose males and the increased adrenal weights in high-dose females potentially 
treatment-related, although non-adverse in the absence of correlated microscopic fmdings or 
potentially associated changes in any of the evaluated clinical pathology parameters. Had 
dosing been carried out on a seven-day-per-week basis and at dose levels where a range of 
toxic effects were expected to occur (or at the limit dose), correlated changes might have 
been noted in the gross and microscopic evaluations or clinical pathology parameters. 

The dermal toxicity LOAEL for every-third-day application ofPediculocide 100 
[Isopropyl Myristate Solution 50°/o w/w] to Landrace-Duroc pigs has not been 
identilled, and tbe NOAEL is greater than or equal to 10 mL (or 196.3-321.3 mglkg 
bw). 

C. STUDY DEFICIENCIES: OPPTS 870.3200 states that the animals should be treated with 
test substance at least six hours per day, seven days per week, although application five days 
per week is acceptable when based on practical considerations. In this study, doses were 
administered once every three days; therefore, this study does not satisfy the guideline 
requirement for a 28-day dermal toxicity study (OPPTS 870.3200; OECD 41 0). 

The guideline states that the dose is to be applied to approximately ten percent of the body 
surface and provides an anatomical description [the area starting at the scapulae (shoulders) 
to the wing of the ileum (hipbone) and halfway down the flank on each side of the animal]. 
It should be noted, the guideline suggests the use of rats, rabbits, or guinea pigs and likely 
was not intended for porcine use. 

Moreover, the doses selected for use in the study were not appropriate, as the highest dose 
level was less than the "limit" dose, no adverse effects were seen, and there was no provision 
of data (or a summary) from a range-finding study to indicate that a range of toxic effects was 
expected to occur at the dose levels that were used. 

For these reasons, this study is classified as a non-guideline study. 

Additional deficiencies included the following: 
• The study report did not provide justification for use of a speCies other than the rat, rabbit, 

or guinea pig. 130



ISOPROPYL MYRIST ATE/000207 
Subchronic (28-day) Dermal Toxicity Study (2003) I Page 14 of 14 

NON-GUIDELL'\IE 

• Animals in the control group were not handled in an identical manner to the test group in 
that they were not subjected to the additional blood draws for determination ofthe 
concentration of the test material in plasma 

• Group size was four per sex rather than ten animals per sex per dose or five animals per 
sex per dose, as specified in the guideline (for full studies and screening studies, 
respectively). Again, the guideline recommends rats, rabbits or guinea pigs for the study 
and likely did not account for the use of pigs. 

• Food consumption was not measured. 
• The following organs were not weighed: thymus, uterus, and epidiymus. 
• The following organs and tissues, or representative samples thereof, were not collected 

and preserved for possible future histopathology: nose, pharynx, and larynx. 
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RESUL TZTM/86865-R 

EPA Reviewer: C. Greene, Ph.D. 

Dermal Pharmacokinetic, Safety, and Tolerance (2005) I Page 2 of 7 
Non- uide!ine 

STUDY TYPE: Dermal Phannacokinetic, Safety, and Tolerance- Human 
Nonguideline 

DECISION: 424225 
SUBMISSION: 863571 

DP BARCODE: 372778 

TEST MATERIAL: RESULTZ™ (50% isopropyl myristate (ai), 50% ) 

CITATION: Garg, D. (2005) Pharmacokinetic, safety, and tolerance study ofRESULTZ™; 
Pediculicide rinse in pediatric subjects with Pediculosis capitis. Hill Top Research, Inc., 900 
Osceola Drive, West Palm Beach, FL 33409. Study Number 04-123941-108. June 4, 2005. 
MRID 47925319. Unpublished. 

SPONSOR: Piedmont Pharmaceuticals, 204 Muirs Chapel Road, Greensboro, NC 27410 

EXECUTIVE SUMMARY: 

In a dermal penetration study (MRID 47925319), 120 mL ofRESULTZTM (50% isopropyl myris
tate and 50%  Lot Number C4F00931) was applied to the hair and scalp of 12 
children infested with Pediculosis capitis. Following a 10-minute shampoo, blood samples were 
drawn pretreatment and at 1, 2, 4, 6 (children~ 8 years), 8, and 12 (children~ 8 years) hours 
post-treatment to determine the phannacokinetics of the active ingredient and its carrier. The 
scalp was also evaluated for erythema and edema just prior to treatment, one-hour post-treatment, 
and at the end of the study. The children were also monitored for treatment-related ill effects. 

No severe treatment-related clinical signs of toxicity were found, although one child developed a 
moderate headache during the study. The headache may not have been treatment-related, how
ever, since the child had a history of headaches and the mother failed to disclose this before the 
start of the study. No increased erythema or edema was observed on the scalp of any treated 
subject one hour after treatment or at study te1mination. The active ingredient;isopropyl myris
tate, showed no detectable absorption, while the carrier,  showed minimal 
absorption. Pharmacokinetic calculations of  provided a Cmax of 0.06 ilglg, aT max 
of l.l hours to yield an AUC ofO.ll pg/g ·hour. 

BPPD Reviewer Comment: this study was not required and was not reviewed by BPPD. 

COMPLIANCE: A Quality Assurance statement was not provided. Signed and dated Data 
Confidentiality and GLP statements were provided. The study followed FDA guidelines 
(21 CPR 312.21). 
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I. MATERIALS AND METHODS: 

A. MATERIALS: 

1. Test material: 
Description: 
Label Information: 
Storage: 
Composition: 

RESULTZTM (50% isopropyl myristate, 50%  
Liquid 
IND# 66651; Lot C4F00931 
Room temperature 
Isopropyl myristate 
CAS# 110-27-0 
Structure: 

Dissolves the exoskeleton wax covering of! ice to induce dehydration 
Function: 

2. Relevance of test material to proposed formulation: The end-use product was used for the 
study. 

3. Test Subjects: Thirteen children between the ages of 4 and 13 were recruited and twelve 
completed the study (11 girls, one boy; ages 6-13). Subjects completed the study were composed 
of one Hispanic, 9 Caucasian, and 2 of other races (not reported). All subjects had active cases 
of Pediculosis capitis which included the observance of at least three viable adults, viable nits or 
eggs, and scalp irritation induced by prolonged lice infestation. One four year old female 
\\lithdrew from the study when blood could not be drawn pre-treatment and parental consent was 
withdrawn. 

B. STUDY DESIGN: 

1. Subject Selection: Prior to the conduct of the study, the Hill Top Research Investigational 
Review Board (1RB) (Miamiville, OH) reviewed and approved the protocol, screening and study 
consent forms, screening and study assent forms, subject instructions, safety information, Form 
FDA -1572, and advertisement and recruiting packages. The IRB was constituted Wlder Title 21 
CFR 50 and 60. 
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Children between the ages of2 and 18 were eligible for the study. All had to be in good 
general health and free from systemic or dennatologic disorders. Each had to have an active 
Pediculosis capitis infestation that included the observance of at least three viable adults, 
viable nits or eggs, and scalp irritation induced by prolonged lice infestation. A consenting 
parent or legal guardian had to sign a consent fonn before acceptance into the study. All 
subjects were screened for suitable veins for drawing blood and all had to be able to stay for 
the duration of the study (up to 12 hours). 

Potential participants were excluded if: they had a history of irritation or sensitivity to 
pediculicide or hair care products; a history of ragweed allergy; a history of systemic diseases 
that could interfere with interpretation of study results; the participant had been treated for 
head lice in the preceding four-weeks; a history of hair dyes, bleaches, pennanent wave or 
relaxing solution use within the preceding two-weeks; any condition or illness that would 
interfere with interpretation of the results; a history of antibiotics or other systemic medica
tion use within the preceding two-weeks; participation in a previous drug study within the 
preceding 30 days; pregnant or nursing females (participating subjects of childbearing age 
were given a pregnancy test before the start of the study); individuals with any skin/scalp 
conditions at the treatment site; individuals or guardians who did not understand the 
requirements of the study; participants wearing makeup, skin creams/lotions, deodorants, or 
suntan lotion on the day of treatment; and if two members of the household were already 
entered into the study. 

2. Treatment: The test material was used as supplied by the Study Sponsor and was applied 
directly to the scalp (dry hair) by study personnel wearing gloves. The test material 
(120 mL = 120 g) was distributed over all of the hair and allowed to remain for 10 minutes. 
The gloves and container containing the test material were weighed before and after use to 
ensure adequate dosage and detennine loss oftest material. 

After treatment, the hair and scalp were rinsed with wann water for at least three minutes 
with the face and eyes shielded using a suitably sized clean towel. The hair was then 
shampooed with Johnson & Johnson's Baby Shampoo®, rinsed, and dried. 

3. Pharmacokinetic Sampling: Approximately 3 mL of blood was collected from each 
participant into heparinized tubes at the following intervals: 

Subjects< 8 years of age (1 male, 5 females): pre-treatment, and 1, 2, 4, and 8 hours post
treatment; and 

Subjects 2:8 years of age (6 females): pre-treatment, and 1, 2, 4, 6, 8, and 12 hours post
treatment. 

Plasma was obtained from all samples and stored frozen until time of assay. Gas chroma
tography-Mass spectrometry was used to detennine_ plasma concentrations of isopropyl 
myristate and  The calibration range used for both constituents was 
0.5-50 Jlg/g which provided a limit of detection of0.104 Jlg/g for isopropyl myristate and 
0.036 Jlg/g for  
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4. Skin Irritation: The scalps of all subjects were evaluated for erythema and edema one hour 
after test material application and after the final blood draw. The method used for scoring 
irritation was according to the Draize Scale Method of Grading Responses. 

5. Statistical Analvses: Pharmacokinetic parameters were calculated when possible by 
WinNonLin (version 4.1, PharSight Corp., Inc.) Separate analyses were done for subjects< 8 
years and for those 2: 8 years of age. Missing data from subjects included in the study were 
not included in the analysis of pharrnacokinetic parameters. ANOV A was used to determine 
if differences existed in variables for subjects between the groups. 

II. RESULTS: 

A. SIGNS AND SYMPTOMS OF TOXICITY: 

One 10 year old Caucasian female complained of a headache on the day of treatment. The 
symptoms were considered moderate, no action was taken, and the symptoms resolved on the 
day of onset. It was later learned that the subject frequently complained of headaches at least 
once or twice/week; however, the motherofthe subject did not inform the study staff of the 
frequency or occurrence. Relationship to treatment is unknown, but is considered doubtful. 
No other treatment-related effects were reported. 

B. PHARMACOKINETICS: 

Isopropyl myristate was below the limit of detection (0.1 04 Jlg/g) in all plasma samples 
indicating no dermal absorption occurred. Phannacokinetic parameters could not be 
calculated. 

Since no statistically significant differences were found in dermal pharmacokinetic param
eters for the two age classes were combined for analysis. Very low plasma 
concentrations of  were found in the test subjects with a Cmax of 0.064 ± 0.05 
Jlg/g at a Tmax of 1.11 ± 0.33 hours. The area under the curve for the course of the study was 
0.11 ± 0.11 Jlg/g · hr indicating that very low concentrations of were absorb
ed, and rapidly eliminated. Individual subject results for the concentration of  
found in the plasma are shown in Table 1. 
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•fte<. 
Age 

0 2 4 6 8 
10 BLQ 1.074 su:; BLQ BL BL BL 

~-~IO-+--~BLL~CQ~4-~0~.46~+-~0 .. •05~5~7--~~BILQ~4-~B~~-~BL~+-~B~L~ 
r-~IO-+-~~~~r-0~ .. 13~2~~01~ .. ·065~11+-~~l1L~LQ~r-~B--~B~LL~.(Q~~B~LLQ~ 

6 BL< .043 BLQ BLQ BL NS 

0.108 0.065 .055 NS BL NS 

6 .041 BLQ NS MJ N 

C~~~: 1 BLQ 0.086 0.063 0.052 BLQ 0.046 BLQ 

Data from page 24 ofMRID 47925319 
1 Average concentration for those results above limit of detection calculated by reviewer 
2Considered aberrant as preceding samples were BLQ and close to BLQ 
BLQ =Below limit of quantitation (0.036 )lg/g); MS =Missing sample, unable to collect; NS =No sample 

collected as per protocol 

C. SKIN IRRITATION: 

No significant changes in scalp erythema or edema from baseline to 1-hour post-treatment or 
the final evaluation were found. 

III. DISCUSSION Al'>'D CONCLUSIONS: 

A. INVESTIGATORS' CONCLUSIONS: 

The study author stated that the active ingredient, isopropyl myristate, showed no detectable 
absorption, while the carrier, , showed minimal absorption. Phannacokinetic 
calculations of  provided a Cmax of 0.06 Jlg/g and aT max of l.l hours to yield 
an AUC of 0.11 Jlg/g ·hour. No severe adverse treatment reactions were found, although one 
subject complained of a headache that may have been related to treatment. Treatment did not 
induce erythema or edema. 

B. REVIEWER COMMENTS: 

Thirteen children between the ages of 4 and 13 with active cases of Pediculosis capitis were 
recruited to evaluate the pharmacokinetic properties ofRESUL TZ™ containing the active 
ingredient isopropyl myristate and its carrier, . One child withdrew from the 
study and 12 completed it. Following a 10-minute shampoo with the test material, blood 
samples were drawn pretreatment and at 1, 2, 4, 6 (children 2: 8 years), 8, and 12 (children 2: 8 
years) hours post-treatment to determine the pharmacokinetics of the active ingredient and its 
carrier. The scalp was also evaluated for erythema and edema just prior to treatment, one-
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hour postwtreatment, and at the end of the study. The children were also monitored for 
treatment-related ill effects. 

No severe treatment-related clinical signs oftoxicity were found, although one child developw 
ed a moderate headache during the study. The headache may not have been treatment
related, however, since the child had a history of headaches and the mother failed to disclose 
this before the start of the study. No increased erythema or edema was observed on the scalp 
of treated subjects one hour after treatment or at study termination. The active ingredient, 
isopropyl myristate, showed no detectable absorption, while the carrier,  
showed minimal absorption. Phannacokinetic calculations of  provided a 
Cm" of0.06 pg/g, and a Tm" of 1.1 hours to yield an AUC ofO.ll pg/g ·hour. 

C. STUDY DEFICIENCIES: 

None that would preclude interpretation of the study results. 
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DATA PACKAGE BEAN SHEET 
Date: 21-Jan-2011 

Page 1 of 2 

* * * Registration Information * * * 

Registration: ~~_l3_f?_§:RM.~- -~-E;?J.I_b:r:!~T~- ____________________________________________ _ 

Company: 86865 __ ~ _PJ~.f?~<:l.!'II_ANI_~~-~-~AL :!:f:l __ 

Risk Manager: '3-~--~ ~--~ -~in_d_~ _ _tl_s>_l_l~~ -~-(?Q~L~-~:_~-!~~-~9_1!1_!1-_~y-!__?_:~!~_!__ 

Risk Manager Reviewer: ~:::'.nard._C_l?_J_r: __ I::~e-~-~-~~ 

Sent Date: 11-Jan-2011 Calculated Due Date: ?~-~-~~-~~-~-Q~ _!_ __ _ 

Decision #: 424225 

DP #: (386086) 

PRIA 

Parent DP #: 

Submission #: 888652 

Edited Due Date: 

Ac1ion Desc: (860_Q)_N~W !-I_;~_QN~_~OOD __ ~~~_;_I_I11CRO~~l/B~<2~-~_MIC_!._~-~--------- _____________________________ _ 

Ingredients: 000207, ls~propyl m_¥!!~~te  

* * * Data Package Information * * * 

Expedite: 0 Yes e No Date Sent: 21-Jan-2011 Due Back: 

OP Ingredient: 000207, ~~l?_e~?PY~ ~yr_istaLe __ 

DPTitle: 

CSF Included: e Yes 0 No Label Included: e Yes Q No Parent DP #: 

Date In Date Out 

Organization: BPPD f BPB 

Team Name: RM 91 

Last Possible Science Due Date: 30-~~g_~~C!_!9 

Science Due Date: 

Reviewer Name: Sub Data Package Due Date: 

Con1ractor Name: 

* * * Studies Sent for Review * * * 

Printed on Page 2 

* * * Additional Data Package for this Decision * * * 
Can be printed on its own page 

* * * Data Package Instructions * * * 

Attention Russell Jones, Ph.D.: Russ, would you forward this data package to your reviewer for evaluation. This is information submitted in 
response to a deficiency letter sent to Piedmont Animal Health. The product is Resultix with the new active ingredient is Isopropyl myristate. 
The Phase IV due date is MAY 25, 201 t 
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DP#: (386086) * * • Studies Sent for Review* • • Decision#: (424225) 

i----~"~~~R~To~"~, :~?J.:J ~"~,--··cc:cc:"""~"-:~M~R~Io~,~~st.~·"~fu~·s:>i'-,/-"---;-:- : <:</--:--;! i<' ;;x:-- _ "~---,<>_;_:,;:---.::::r7:i{:i8TC'ifili10h~-Reteren--ce>sJ::-;y:{ -,;_;__-§.;;_;:;;,::'7fW:':\ff7;1 r:.:-: -:!'t'0_ --;:x,:::;G-UJdeJin·e:;;:-":+:- :;;:-r~< ::,:1 
48348202 Phillips, S.; 8arer, G. (201 I) Published Articles Concerning the 870.7200/Companion animal safety 

Safety of Myristic Acid and its Derivatives, Including Isopropyl 

48348204 

48348202 

48348201 

48348202 

48348201 

48348204 

48348201 

48348201 

48348203 

48348202 

48348203 

Myristate. Unpublished study prepared by Piedmont Animal 
Health. 123 p. 
Young, D. (2011) Pivotal Study to Determine Safety and Efficacy 870.7200/Companion animal safety 
of Isopropyl Myristate (IPM) Tick Spray Against Rhipicephalus 
sanguineus and Dermacentor variabilis on Cats: Amended Final 
Report. Project Number: PAH/09/0065. Unpublished study 
prepared by Young Veterinary Research Services. 85 p. 
Phillips, S.; 8arer, G. (20 t 1) Published Articles Concerning the 
Safety of Myristic Acid and Its Derivatives, Including Isopropyl 
Myristate. Unpublished study prepared by Piedmont Animal 
Heallh. 123 p. 

870.5300/ln v!tro mammalian cell 
gene mutation test 

Phillips, S.; Barer, G. (2011) Discussion of Submitted Information: 870.5375/ln vitro mammalian 
(RESULTJX End-Use Product}. Unpublished study prepared by chromosome aberration test 
Piedmont Animal Health. 67 p. 
Phillips. S.; Barer, G. (2011} Published Articles Concerning the 
Safety of Myristic Acid and its Derivatives, Jncluding Jsopropyl 
Myristate. Unpublished study prepared by Piedmont Animal 
HeaHh. 123 p. 

870.5375/ln vitro mammalian 
chromosome aberration test 

Phillips, S.; Barer, G. (2011) Discussion of Submitted lnformation: 870.3700/Prenatal developmental 
(RESUL TIX End-Use Product). Unpublished study prepared by toxicity study 
Piedmont Animal Health. 67 p. 
Young, D. (2011) Pivotal Study to Determine Safety and Efficacy 8 10.3300!Treatmenls to control 
of Isopropyl Myristate (I PM) Tick Spray Against Rhipicephalus pests of humans and pets 
sanguineus and Dermacentor variabilis on Cats: Amended Final 
Report. Project Number: PAH/Og/0065. Unpublished study 
prepared by Young Veterinary Research Services. 85 p. 
Phillips, S.; Barer, G. (2011} Discussion of Submitted Information: 870.5300/ln vitro mammalian cell 
(RESUL TIX End-Use Product). Unpublished study prepared by gene mutation test 
Piedmont Animal HeaRh. 67 p. 
Phillips, S.; Barer, G. (2011) Discussion of Submitted Information: 870.7200/Companion animal safety 
(RESUL TIX End-Use Product). Unpublished study prepared by 
Piedmont Animal Health. 67 p. 
Young, D. (2011) Pivotal Study to Determine Safety and Efficacy 810.3300fTreatments to control 
of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus pests of humans and pets 
sanguineus and Dermacentor varlabilis on Dogs: Amended Final 
Report. Project Number: PAH/09/0036. Unpublished study 
prepared by Young Veterinary Research Services. 83 p. 
Phillips, S.; Barer, G. (2011) Published Articles Concerning the 
Safety of Myristic Acid and its Derivatives, Including Isopropyl 
Myristate. Unpublished study prepared by Piedmont Animal 
HeaHh. 123 p. 

870.3700/Prenatal developmental 
toxicity study 

Young, D. (2011) Pivotal Study to Determine Safety and Efficacy 870.7200/Companion animal safety 
of Isopropyl Myristate (!PM) Tick Spray against Rhipicephalus 
sanguineus and Dermacentor variabilis on Dogs: Amended Final 
Report. Project Number: PAH/09/0036. Unpublished study 
prepared by Young Veterinary Research Services. 83 p. 
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Pfn•• rttlld in.trvctiorw on rev.ne b•fol'fl cot. •tif!!l form. .. Form AttDro • OMS No. 2070-QOAt 1 emir•• 2-28-95 

United States D Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, OC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Monegor 3. Proposed Classification 

86865-R L. Hnllis ONone D Restricted 
4. Company{Product INumo) PM# 

ResultixTM 91 

5. Nama ond Addtoss of Applicant flncludo ZIP Code/ 6. Expedited Reveiw. In accordance with FIFRA Section 3fcH31 
Piedmont Animal Health LLC (b)(i), my product is similar or identical in composition and labeling 
204 Muirs Chapel Road, Suite 200 to: 

Greensboro, NC 27410 EPA Reg. No. 

~ ChBck if this is a new addross Product Name -
Section -II 

D Amendment- Explain below. u Final printed labols in rapsonso to 
Aug Agency Iotter doted 

0 Resubmission in rosponse to Ag:ancy letter dated DEC 09 2010 D ~Me Too~ Application. 

D Notification- Explain below. D Other- Explain below. 

Explanation: Use additional pege(sJ if necessary. !For suction I and Section ILl 
Submission of requested and additional information in support of the registration of ResultixTM. 

Section - Ill 
1. Material Thl• Product Will Be Peckegod In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

[] ::· -- ---; Matol 1y" y,, 
No w No .[_ ___ { ____ 1 ~~::~c 

• Cortification must If "Yes" No. pur If ~vos" No. per : Pepar 
Unit Packaging wgt. conteiner Package wgt container "-------1 Other (Specifyl 

bs submitted 

3. location of Net Contents Information 4. Size(s) Roteil Conteinat 5. location of label Directions 

_{j Label _j Container 20 mL (0.65 11 oz) B Container 

6. Manner in Which label is Affixod to Product 0Uthogreph I l Other 
Peper ~rued -
Stanci ed -Section- IV 

1. Contact Point JComp/ets items directly bq{ow for identification of individusl to be contsctod, if nocossary, ro Jl.~C€sS:.'hls applictitlon.{ 

Name Title ~''"" No: i!Oo'"d• A,.o Codo) 
Kathleen G. Palma, Ph.D. VP Research & Development 6-544M,0J2Q ,( 202 

---, --,-
Certification 6. Det11 Application 

I certify that the statements I hnva made on this form end orr attachments thereto are truo, eccurato and complete. Receivad 

I ncknowledge that any knowlinglly false or misleading statement may bo punishnble by fine or imprisonment or 
both under applicable law. 

(Stamped) 

2. Signature 11 3. Title 

t:ffL1 ,J;JL u PlD VP Research & Development 

4. Typed Nama (/ 5. Oota 

- c; ;;zc !/ Kathleen G. Palma, Ph.D. 0-PnJ I 
. . FPA l=<um 8570-1 IR•v. 3-941 PrnVJous ed•t•oml nro obsolete. .. White - EPA Fila Coov IDnmnall Yenow - ADD&cant Coov 
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DRAFT Page 1 of 4 

FRONT PANEL 

RESULTIX™ 
End~ Use Product 

Kills Ticks on Dogs and Cats 

ACTIVE INGREDIENT 
Isopropyl Myristate ....................................................................................................... 50.0°/o 

OTHERINGREDIENT...................................................................................................... 50.0% 

TOTAL .............. ............... ...... ......................... .... .... .... .... .......... ...... ... .... ....... ... .... ........ ...... 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
See Side/Back Panel for First Aid 

STOP - READ LABEL BEFORE USE 

EPA Reg. No. 86865-R EPA Est. No. 71979-SC-001 

Manufactured for 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

NET CONTENTS 
20 mL (0.65 oz.) 
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SIDE PANEL 
FIRST AID 

Hot Line Number 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 

treatment information. 

If on skin: 0 Take off contaminated clothing. 
0 Rinse skin immediately with plenty of water for 15-20 minutes. 
0 Call a poison control center or doctor immediately for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

0 Call a poison control center or doctor immediately for treatment advice. 

If inhaled: 0 Move person to fresh air. 
0 If person is not breathing, call 911 or an ambulance; then give artificial 

respiration, preferably mouth-to-mouth if possible. 
0 Call a poison control center or doctor immediately for treatment advice. 

If swallowed: 0 Call a poison control center or doctor immediately for treatment advice. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to do so by a poison control center or doctor. 
• Do not give anything by mouth to an unconscious person. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION. May cause eye and dermal irritation. Avoid contact with eyes, skin, or clothing. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco, or using the toilet. Remove contaminated clothing and wash clothing before reuse. 
Wear-appropriate protective equipment, such as protective eyewear, rubber gloves, and long
sleeved shirts. 

ENVIRONMENTAL HAZARDS 

This pesticide is toxic to invertebrates and fish. Do not discharge this produ-::-~ l~t0 lakes, streams, 
ponds, estuaries, oceans, or other waters unless in accordance with the Nationaf POlluta:1t_ . 
Discharge Elimination System (NPDES) permit and the permitting authoritY h'::t's· Eeen nOtified in 
writing prior to discharge. Do not discharge effluent containing this product .!n .. Sewer systerllJ 
without previously notifying the local sewage authority. For guidance, contd-..:-~ JVur State 'Vater 
Board or Regional Office of the EPA. 
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BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For the treatment of ticks on dogs and cats. 
• Use when you see a tick or ticks on your dog or cat. 
• Remove cap and hold pump bottle upright, direct nozzle at tick and spray until tick is covered 

with solution (2 sprays). 
• Dispose of dead ticks. 

For external use only. 

Wash hands after use. 

Do not use near dog's or eat's eyes. 

Stop and ask a vet if skin irritation or infection is present or develops during use of product. 

Keep away from open flames 

Store at 59° F- 86° F (!5° C- 30° C) 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: 
Store in a dry place away from extreme heat and cold (tightly closed at or below+ 30°C). Keep 
container closed when not in use. Always store pesticide in the original container. Store away 
from food and pet food. 
In case of fire or other emergency, report at once by toll-free telephone to CHEMTREC (800-
424-9300). 

Pesticide Disposal and Container Handling: 
Nonrefillable container. Do not reuse or refill this container. 
If empty: place in trash or offer for recycling if available. 
If partly filled: call your local solid waste agency for disposal instructions. 
Never place unused product down any indoor or outdoor drain. 

NOTICE: Seller warrants that the product conforms to its chemical descrii_:de>P and is 
reasonably fit for the purposes stated on the label when used in accordance wiL.1 directfcr.~ 
under normal conditions of use. Neither this warranty nor any other warranty o: 
merchantability or fitness for a particular purpose, express or implied, extends to the 11se Qfthis 
product contrary to label instructions, or under abnormal conditions, or under conditL:ms· nOt 
reasonably foreseeable to Seller, and Buyer assumes the risk of any such use. 
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ANY PANEL (Do not substitute these for required statements) 

Label Claims (one or more in various combinations, located in various places throughout the 
box and bottle/insert labels) 

Breakthrough in tick treatments 

Clinically proven 

Convenient and easy to apply as soon as you see a tick on your pet 

Even kills "super ticks", the ones that have built up resistance to traditional pesticide treatments 

For the Treatment of Ticks on Dogs and Cats 

Free of conventional pesticides 

Guaranteed effective 

Kills ticks on pets 

No conventional pesticides 

Patented spray formula softens the waterproof outer waxy layer of the tick's body, resulting in 
rapid dehydration 

Recommended to use on its own or in conjunction with other flea and tick control medications 

Safe for you and your family 

Safe to use on pets 

Simple way to kill more than 90% of ticks on your pet that's completely non-toxic to animals, 
odorless and pesticide-free 

Tick Killing Solution™ 

Works to reduce human exposure to tick-borne diseases (when used in conjunction with safe tick 
removal practices) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

KATHLEEN G. PALMA, PH.D. 
PIEDMONT ANIMAL HEALTH 

January 20, 2011 

204 MUIRS CHAPEL ROAD, SUITE 200 
GREENSBORO, NC 27410-

Report of Analysis for Compliance with PR Notice 86-5 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Thank you for your submittal of 1 0-JAN-11. Our staff has completed a preliminary 
analysis of the materiaL The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in 
all future references to these documents. Thank you for your cooperation. lfyou have any 
questions concerning this data submission, please raise them with the cognizant Product 
Manager, to whom the data have been released. 
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Phase nply to SUSAN PHILLIPS 
;sphilllp;s@g;sblaw.eom TEL EXT J 785 

January 10,2011 

Linda A. Hollis 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division 
U.S. EPA- OPPTS (Mail Code 7511P) 
Ariel Rios Building 
1200 Pennsylvania A venue NW 
Washington, DC 20460 

Re: Subm~sion of Requested and Additional Information in Support of the Pesticide 
Registration Submission for RESUL TIXTM Eud-Use Product (EPA Registration 
No. 86865-R) 

Dear Ms. Hollis: 

On behalf Piedmont Animal Health LLC (Piedmont), we are submitting re\l:.:ested and new 
information in support of the pesticide registration application for RESULTIX End-Use Product (EPA 
Registration No. 86865-R). This submission is in response to your letter dated December 9, 2010 that 
described deficiencies in the original pesticide registration submission of December 3, 2009. 

In addition, the responses to the deficiency letter are moderated by the results of the teleconference 
between EPA personnel, Dr. Kathy Palma and GSB personnel on Tuesday December 14,2010. The 
EPA personnel indicated during this teleconference that because the registration is only for the end-use 
product (EP) and not also for the active ingredient/mannfacturing-use product (TGAIIMP), the 
submission of a Confidential Statement of Formula (CSF) for the TGAI/MP is not necessary. 
Consequently, any deficiencies noted for the draft TGAIIMP label in the above referenced EPA letter 
are also not of concern. Thus, chemistry and label deficiencies pertaining to TG.AII!vfP noted in the 
December 9, 2010 letter are not addressed in this submission. 

Included in this submission package are the follo'Ning items: 

• Volume 1 Administrative Materials, including 8570-1 application form, revised EPA Form 
8570-4 (CSF) for the EP, and a revised draft label for the EP; 

151



Linda A. Hollis 
January 10,2011 

Page2 

• Volume 2, a discussion of the safety and toxicology of isopropyl myristate (IPM) as it pertains to 
the deficiencies noted in the above referenced EPA letter; 

• Volume 3, three published articles, one requested by the EPA in the above referenced EPA letter 
and two additional articles on the safety of IPM as determined by the Cosmetic Ingredient 
Review (CIR) Expert Panels; 

• Volumes 4 and 5, revised safety and efficacy studies in dogs and cats, respectively, containing 
additional information addressing deficiencies noted in the above referenced EPA letter. 

Following are the deficiencies noted in the December 9, 2010 letter and the location ofthe 
information addressing these deficiencies. 

Product Chemistry 

The product chemistry data submission (MRIDs 479253-01 to 479253-08) is unacceptable as noted 
below and must be successfully addressed. 

1. Piedmont submitted two Confidential Statements of Formula (CSF) in support of the referenced 
application. Both CSFs are dated 12/02/09. 

a. The following deficiencies apply to the CSF submitted for the technical grade active 
ingredient (TGAI)  (Isopropyl Myristate): 

As per the teleconference on Tuesday December 14 2010, only the end-use product CSF is 
included in Volume 1 of this submission. 

b. The following deficiencies apply to the CSF for the end-use product (RESULTIX). 

1. Column 13(b)- The nominal concentration of the active ingredient (isopropyl 
myristate) must match the label, which currently reads 50.0%. 

n. Column 10 -The source of the active ingredient is not noted on the CSF. Piedmont 
must list the source of  Isopropyl Myristate,  alongside the 
name of the active ingredient (isopropyl myristate). 

The changes were made on the revised draft CSF included in Volume 1 of this submission. 

Product Performance/Efficacv 

MRID 479253-17- Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate Tick 
Spray against Rhipicephalus sanguine us and Dermacentor variabifis on Dogs. 

1. The amount of product applied to each dog was not reported. Companion Animal Safety 
Guideline (OCSPP 870.7200) recommends that animals be treated with I, 3 and 5 tiiL.c~ '.he 
recommended dose. In the submitted study only one dose (2 sprays) was r..ppli:::d to each animal. 
Based on labeling instructions for RESUL TIX and the proposed use pattern, tht amo..mt cf 
product applied to each dog will vary depending on the number of ticks fouad on the dogs. As 
such, the study fails to investigate the effect that increased doses of the pn:T<'fled pro.:luct Ylill 
have on the health of dogs treated. Data/information demonstrating the eii(..ct of increa~ed doses 
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of the proposed product on dogs must be submitted before the Agency can proceed with its 
revtew. 

Additional information has been included in the Revised Safety and Efficacy Study on Dogs in 
Volume 4 of this submission. A discussion of potential exposures is in Volume 2 of this 
submission. 

2. The submitted label for the proposed product states that RESULTIX "starts killing ticks in 
seconds." Since the submitted data shows that death only occurs six 6 hours after treatment, the 
statement "starts killing ticks in seconds is false and misleading because the user is not informed 
that it will take the treated ticks six (6) hours to actually die. Therefore, Piedmont must either 
submit new data that validates the claim that the product kills ticks in seconds or remove the 
statement from the product label or add language to the label that fully explains the time it will 
take a tick to die once it is treated. 

A revised Draft Label was amended and is included in Volume 1 of this submission. 

3. The submitted label claims 100% efficacy. However, the submitted data records efficacy at less 
than 100%. The Agency therefore views the state 100% efficacy as false and misleading. 
Piedmont must either submit new data/information that validates the claim that RESULTIX is 
100% efficacious or remove the statement from the product label. 

A revised Draft Label was amended and is included in Volume 1 of this submission. 

4. The submitted data did not contain a discussion of food consumption and body weight of the test 
animals. As described in OCSPP Guideline 870.7200 (p6.-7) data from Companion animal 
Safety studies should include the test animal(s) individual body weights (measured at specific 
intervals throughout the study) and the measures of individual food consumption oftest animals 
on a daily basis. These data are critical markers of the health of the test animals as well as the 
effect of the product on the animal(s). This information must be submitted before the Agency 
can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Dogs in 
Volume 4 of this submission. Additional discussion of animal health is in Volume 2 of this 
submission. 

5. The Agency's review has determined that the submitted data/information is missing certain 
individual data parameters for hematology and clinical chemistry analysis. Specifically, the 
following hematological parameters were not reported: platelet count, blood clotting 
measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte count, mean 
corpuscular HGB (MCH), and MCH concentration (MCHC). This information must be: 
submitted before the Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on lJogs in 
Volume 4 of this submission. Additional discussion of hematological puraMe:ers is in Volume 
2 of this submission. 

6. The Agency's review has determined that some clinical pathology values [CK (U/L; GG1' (U/L); 
Cholesterol (mg/dL); Total C02 (MeQ/1); Chloride (mEq/L), and Potassb:r. ('11Eq/L)] were 
outside of the reference range prior to treatment. Based on these values, the Agency .:]ues~ions 

153



--c-~c-: 

'-;~: 

Linda A. Hollis 
January 10,2011 

Page4 

whether the dogs in the study were healthy prior to and during the study (Refer to MRID 
479253-17 page 16, Table 2, Summary Clinical Chemistry Data). Piedmont must submit 
data/information that successfully demonstrates the health of the studied animal(s) before the 
Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Dogs in 
Volume 4 of this submission. Additional discussion of clinical chemistry parameters is in 
Volume 2 of this submission. 

MRID 479253-18 -Pivotal Study to Determine Safety and Efficacy oflsopropyl Myristate Tick 
Spray against Rhipicephalus sanuineus and Dermacentor variabilis on Cats. 

1. The amount of product applied to each cat was not reported. Companion Animal Safety 
Guideline OCSPP 870.7200 recommends that animals be treated with 1, 3 and 5 times the 
recommended dose. In the submitted study only one dose (2 sprays) was applied to each animaL 
Based on labeling instructions and the proposed use pattern, the amount of product applied to 
each cat will vary depending on the number of ticks found on the cats. As such, the study fails to 
investigate the effect that increased doses of the proposed product will have on the health of cats 
treated. Data/information demonstrating the effect of increased doses of the proposed product on 
cats must be submitted before the Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. A discussion of potential exposures is in Volume 2 of this 
submission. 

2. The submitted data did not contain a discussion of food consumption and body weight of the test 
animals. As described in OCSPP Guideline 870.7200 (pages 6 and 7) data from Companion 
animal Safety studies should include the test animal(s) individual body weights (measured at 
specific intervals throughout the study) and the measures of individual food consumption of test 
animals on a daily basis. These data are critical markers of the health of the test animals as well 
as the effect ofthe product on the animal(s). This information must be submitted before the 
Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. Additional discussion of animal health is in Volume 2 of this 
submission. 

3. The submitted label for the proposed product claims that the product starts killing ticks in 
seconds. Since the submitted data shows that death only occurs six 6 hours after treatment the 
statement "starts killing ticks in seconds: is false and misleading because the user is no~ ia;orrned 
that it will take the treated ticks six (6) hours to actually die. Therefore, Piedmont must eicher 
submit new data that validates the claim that the product kills ticks in seconds or rem•J V.! fr.e 
statement from the product label or add language to the label that fully ex~>;ai.l3 the time it will 
take a tick to die once it is treated. 

A Revised Draft Label was amended and is included in Volume 1 of this submission. 

4. The submitted label claims 100% efficacy. However, the submitted data 1e.cc.ds efficac~r at less 
than 100%. The Agency therefore views the statement 100% efficacy as false and .nislcading. 

154



Linda A. Hollis 
January I 0, 2011 

Page 5 

Piedmont must either submit new data/information validating the claim that RESULTIX is I 00% 
efficacious or remove the statement from the product label. 

A Revised Draft Label was amended and is included in Volume 1 of this submission. 

5. The Agency's review has determined that individual data parameters for hematology and clinical 
chemistry analysis were under reported. Specifically, the following hematological parameters 
were not reported: platelet count, blood clotting measurements (thromboplastin time, fibrinogen, 
and prothrombin time), reticulocyte count, mean corpuscular HGB (MCH), and MCH 
concentration (MCHC). 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. Additional discussion of hematological parameters is in Volume 
2 of this submission. 

6. Some of the clinical pathology values [Alk Phos (U/L); CK(U/L); GGT (U/L); UN (mg/dL), and 
phosphorous (mg/dL)] were outside of the reference range prior to treatment, which leads to the 
question of whether the cats in the study were healthy prior to and during the study (Refer to 
page 15, Table 2, Summary Clinical Chemistry Data; Pre and Post Treatment in MRID 479253-
18). Piedmont must submit data/information that successfully demonstrates the health of the 
studied animal(s) before the Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. Additional discussion of clinical chemistry parameters is in 
Volume 2 of this submission. 

Toxicology 

Certain data submitted to address toxicology is deficient and unacceptable. The deficiencies 
identified below must be successfully addressed before the Agency can proceed with its review of 
the referenced application. The deficiencies are: 

The following deficiencies apply to the active ingredient (isopropyl mvristate) 

a. Regarding the dermal irritation data requirement (OCSPP 870.2500)- The referenced 1997 
study from RTECS that indicates that the active ingredient is mildly irritating was not included 
in your application (Refer to MRID 47925309). The Agency cannot make a determination on 
the data submitted for dermal irritation until a review of the RTECS study has been reviewed. 
Piedmont must submit this study before the Agency can proceed. 

The cited article is included in Volume 3 of this submission. 

b. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell assay (0CSPP 
870.5300 and 870.5375) data requirements- The data/rationale submitted to fulfill th.!se data 
requirements is insufficient. Piedmont states that significant occupational exr..o:::ure is no1 
expected because application is often seasonal. However, this rationale fail.<: 1.:0 ronsidet 'G.1at 
applications may occur more often in warmer climates where ticks may be pr..: .ralent v~:r:--round. 
Moreover, based on the available information, significant exposure to isoprcpy! myrist.htc may 
occur in an occupational setting (e.g.: veterinary office, grooming salon) through use of the 
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proposed product. The data/information submitted to satisfY occupational exposure also does not 
address either of these exposure scenarios. Piedmont must submit data/information that 
addresses both of these exposure scenarios before the Agency can proceed with its review. 

Additional information is presented in Volume 3 of this submission and further discussion and 
rationales are addressed in Volume 2 of this submission. 

The (ol/Qwing deficiency applies to the end-use product(RESULTIX) 

c. The test substance utilized in the submitted studies is interchangeably referenced by different 
names, including "Resultix Tick Spray", "Pediculocide 100", "Piedmont Pediculocide 1" and 
"Piedmont Pediculocide 2". Piedmont must submit data/information verifying that the test 
substance(s) referred to in the studies is identical to the proposed product, "RESULTIX". 

This is addressed in Volume 2 of this submission. 

If you have any questions or need additional information, please do not hesitate to contact me. 
My telephone number is 202-298-1785 and my email address is sphillips@gsblaw.com. 

Attachment 

Regards, 

~l)ff~ 
Susan D, Phillips, M,S. 
Science Advisor 
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TRANSMITTAL DOCUMENT 

1. Name and Address of Submitter 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Agent 

Kathleen G. Palma, Ph.D. 
Vice President of Research & Development 
Email: kpalma@piedmontpbarma.com 
Telephone: 336-544-0320 x 202 

2. Regulatory Action for which this Package is Submitted 

Pesticide Registration Submission 
RESULTIXTM 

EPA File Symbol No. 86865-R 
Registration for the End-Use Product 

3. Transmittal Date 

January 10, 2011 

4. List of Submitted Documents 

Volmne 1 Administrative Materials 

• Transmittal Document 

• EPA Form 8570-1 (Application for Pesticide Registration) 

• EPA Form 8570-4 (Confidential Statement of Formula) for EP 

• Draft label for EP. 5 copiees 

48348201 Volume 2 

48348202 Volume 3 

48348203 Volmne 4 

Discussion of Submitted Information 

Published Articles Concerning the Safety of Myristic Acid and its Derivative;::;, 
Including Isopropyl Myristate 

Pivotal Study to Determine Safety and Efficacy oflsopropyl Myri;tate (:PM) Tick 
Spray against Rhipicephalus sanguineus and Dermacentor var,:abi!is on Dogs 
(Study No. PAH-09-0036). AMENDED FINAL REPORT 
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48348204 Volume 5 Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate (I PM) Tick Spray 

Against Rhipicephalus sanguineus and Dermacentor voriabilis on Cats 
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Memorandum 

Date: 0 r I cil t I I I 

To: ____ P_M __ Cf_l ___ , Regulatory Manager 

From: Information Services Branch, ITRMD 

Your receipt of this data submission is not an 
indication that MRIDs for the enclosed studies have 
been posted to OPPIN. 

We expect that it wm be approximately 5 days 
from the above date before the study-level data is 
available in OPPIN. 

If you have any questions about this process, 
please contact Teresa Downs (305-5363). 

This is a: J1' fully accepted submission 
D partially accepted submission 
D rejected submission 
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Pl~IJH reply to SUSAN PHILLIPS 
sphllllps@gsbla'!lf.com TEL EXT 1785 

January I 0, 20 II 

Linda A. Hollis 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division 
U.S. EPA- OPPTS (Mail Code 75llP) 
Ariel Rios Building 
1200 Pennsylvania Avenue NW 
Washington, DC 20460 

Re: Submission of Requested and Additional Information in Support of the Pesticide 
Registration Submission for RESULTIXTM End·Use Product (EPA Registration 
No. 86865-R) 

Dear Ms. Hollis: 

On behalf Piedmont Animal Health LLC (Piedmont), we are submitting re~uested and new 
information in support of the pesticide registration application for RESULTIX MEnd-Use Product (EPA 
Registration No. 86865·R). This submission is in response to your letter dated December 9, 2010 that 
described deficiencies in the original pesticide registration submission of December 3, 2009. 

In addition, the responses to the deficiency letter are moderated by the results of the teleconference 
between EPA personnel, Dr. Kathy Palma and GSB personnel on Tuesday December 14, 20 I 0. The 
EPA personnel indicated during this teleconference that because the registration is only for the end-use 
product (EP) and not also for the active ingredient/manufacturing-use product (TGAJ!MP), the 
submission of a Confidential Statement of Formula (CSF) for the TGAI!MP is not necessary. 
Consequently, any deficiencies noted for the draft TGAVMP label in the above referenced EPA letter 
are also not of concern. Thus, chemistry and label deficiencies pertaining to TGAll?vfP noted in the 
December 9, 2010 letter are not addressed in this submission. 

Included in this submission package are the following items: 

• Volume 1 Administrative Materials, including 8570·1 application form, revised EPA Form 
8570-4 (CSF) for the EP, and a revised draft label for the EP; 
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• Volume 2, a discussion of the safety and toxicology of isopropyl myristate (IPM) as it pertains to 
the deficiencies noted in the above referenced EPA letter; 

• Volume 3, three published articles, one requested by the EPA in the above referenced EPA letter 
and two additional articles on the safety ofiPM as determined by the Cosmetic Ingredient 
Review (CIR) Expert Panels; 

• Volumes 4 and 5, revised safety and efficacy studies in dogs and cats, respectively, containing 
additional information addressing deficiencies noted in the above referenced EPA letter. 

Following are the deficiencies noted in the December 9, 2010 letter and the location of the 
information addressing these deficiencies. 

Product Chemistrv 

The product chemistry data submission (MRIDs 479253-01 to 479253-08) is unacceptable as noted 
below and must be successfully addressed. 

1. Piedmont submitted two Confidential Statements of Formula (CSF) in support of the referenced 
application. Both CSFs are dated 12/02/09. 

a. The following deficiencies apply to the CSF submitted for the technical grade active 
ingredient (TGAI)  (Isopropyl Myristate): 

As per the teleconference on Tuesday December 14 2010, only the end-use product CSF is 
included in Volume 1 ofthis submission. 

b. The following deficiencies apply to the CSF for the end-use product (RESULTIX). 

1. Column 13(b)- The nominal concentration of the active ingredient (isopropyl 
myristate) must match the label, which currently reads 50.0%. 

n. Column 10- The source of the active ingredient is not noted on the CSF. Piedmont 
must list the source of  Isopropyl Myristate,  alongside the 
name of the active ingredient (isopropyl myristate). 

The changes were made on the revised draft CSF included in Volume 1 of this submission. 

Product Performance/Efficacy 

MRID 479253-17- Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate Tick 
Spray against Rhipicephalus sanguineus and Dermacentor variabilis on Dogs. 

1. The amount of product applied to each dog was not reported. Companion Animal Saftty 
Guideline (OCSPP 870.7200) recommends that animals be treated with 1, 3 and 5 tirr.cs ':he 
recommended dose. In the submitted study only one dose (2 sprays) was &yp!i:d to each animal. 
Based on labeling instructions for RESULTIX and the proposed use pattern, th~.:: amo..mt cf 
product applied to each dog will vary depending on the number of ticks fou~1d on the dogs. As 
such, the study fails to investigate the effect that increased doses of the pn::-r0~ed proJuct nill 
have on the health of dogs treated. Data/information demonstrating the e.::--i(,ct of increa~ed doses 
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of the proposed product on dogs must be submitted before the Agency can proceed with its 
review. 

Additional information has been included in tile Revised Safety and Efficacy Study on Dogs in 
Volume 4 of this submission. A discussion of potential exposures is in Volume 2 of this 
submission. 

2. The submitted label for the proposed product states that RESULTIX "starts killing ticks in 
seconds." Since the submitted data shows that death only occurs six 6 hours after treatment, the 
statement "starts killing ticks in seconds is false and misleading because the user is not informed 
that it will take the treated ticks six (6) hours to actually die. Therefore, Piedmont must either 
submit new data that validates the claim that the product kills ticks in seconds or remove the 
statement from the product label or add language to the label that fully explains the time it will 
take a tick to die once it is treated. 

A revised Draft Label was amended and is included in Volume 1 of this submission. 

3. The submitted label claims I 00% efficacy. However, the submitted data records efficacy at less 
than 100%. The Agency therefore views the state 100% efficacy as false and misleading. 
Piedmont must either submit new data/information that validates the claim that RESULTIX is 
100% efficacious or remove the statement from the product label. 

A revised Draft Label was amended and is included in Volume 1 of this submission. 

4. The submitted data did not contain a discussion of food consumption and body weight of the test 
animals. As described in OCSPP Guideline 870.7200 (p6.-7) data from Companion animal 
Safety studies should include the test animal(s) individual body weights (measured at specific 
intervals throughout the study) and the measures of individual food consumption oftest animals 
on a daily basis. These data are critical markers of the health of the test animals as well as the 
effect of the product on the animal(s). This information must be submitted before the Agency 
can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Dogs in 
Volume 4 of this submission. Additional discussion of animal health is in Volume 2 of this 
submission. 

5. The Agency's review has determined that the submitted data/information is missing certain 
individual data parameters for hematology and clinical chemistry analysis. Specifically, the 
following hematological parameters were not reported: platelet count, blood clotting 
measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte count, mean 
corpuscular HGB (MCH), and MCH concentration (MCHC). 1bis information must be 
submitted before the Agency can proceed with its review. 

Additional information has been included in tile Revised Safety and Efficacy Study on JJogs in 
Volume 4 of this submission. Additional discussion of hematological puraJ:te:ers is in Volume 
2oft/lis submission. 

6. The Agency's review has determined that some clinical pathology values [CK (UIL; GG 1' (UIL); 
Cholesterol (mg/dL); Total C02 (MeQ/1); Chloride (mEq/L), and Potassi;l:l.: (:nEq/L)] were 
outside of the reference range prior to treatment. Based on these values, the Agency ques<:ions 
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whether the dogs in the study were healthy prior to and during the study (Refer to MR!D 
479253-17 page 16, Table 2, Summary Clinical Chemistry Data). Piedmont must submit 
data/information that successfully demonstrates the health of the studied animal(s) before the 
Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Dogs in 
Volume 4 of this submission. Additional discussion of clinical chemistry parameters is in 
Volume 2 of this submission. 

MRID 479253-18 -Pivotal Study to Determine Safety and Efficacy oflsopropyl Myristate Tick 
Spray against Rhipicephalus sanuineus and Dermacentor variabilis on Cats. 

1. The amount of product applied to each cat was not reported. Companion Animal Safety 
Guideline OCSPP 870.7200 recommends that animals be treated with 1, 3 and 5 times the 
recommended dose. In the submitted study only one dose (2 sprays) was applied to each animal. 
Based on labeling instructions and the proposed use pattern, the amount of product applied to 
each cat will vary depending on the number of ticks found on the cats. As such, the study fails to 
investigate the effect that increased doses of the proposed product will have on the health of cats 
treated. Data/information demonstrating the effect of increased doses of the proposed product on 
cats must be submitted before the Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. A discussion of potential exposures is in Volume 2 of this 
submission. 

2. The submitted data did not contain a discussion of food consumption and body weight of the test 
animals. As described in OCSPP Guideline 870.7200 (pages 6 and 7) data from Companion 
animal Safety studies should include the test animal(s) individual body weights (measured at 
specific intervals throughout the study) and the measures of individual food consumption of test 
animals on a daily basis. These data are critical markers of the health of the test animals as well 
as the effect of the product on the anirnal(s). This information must be submitted before the 
Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5oft/tis submission. Additional discussion of animal health is in Volume 2 of this 
submission. 

3. The submitted label for the proposed product claims that the product starts killing ticks in 
seconds. Since the submitted data shows that death only occurs six 6 hours after treatment the 
statement "starts killing ticks in seconds: is false and misleading because the user is no~ i:l!:ormed 
that it will take the treated ticks six (6) hours to actually die. Therefore, Piedmont must ei(her 
submit new data that validates the claim that the product kills ticks in seconds or rem•h'~ tt~ 
statement from the product label or add language to the label that fully exl)~ai,1,:; the time it will 
take a tick to die once it is treated. 

A Revised Draft Label was amended and is included in Volume I oft/tis submission. 

4. The submitted label claims 100% efficacy. However, the submitted data 1e.ccds efficac~' at less 
than 100%. The Agency therefore views the statement 100% efficacy as false and .nislcading. 
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Piedmont must either submit new data/information validating the claim that RESULTIX is 100% 
efficacious or remove the statement from the product label. 

A Revised Draft Label was amended and is included in Volume 1 of this submission. 

5. The Agency's review has determined that individual data parameters for hematology and clinical 
chemistry analysis were under reported. Specifically, the following hematological parameters 
were not reported: platelet count, blood clotting measurements (thromboplastin time, fibrinogen, 
and prothrombin time), reticulocyte count, mean corpuscular HGB (MCH), and MCH 
concentration (MCHC). 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. Additional discussion of hematological parameters is in Volume 
2 of this submission. 

6. Some of the clinical pathology values [Alk Phos (U/L); CK(U/L); GGT (U/L); UN (mg/dL), and 
phosphorous (mg/dL)] were outside of the reference range prior to treatment, which leads to the 
question of whether the cats in the study were healthy prior to and during the study (Refer to 
page 15, Table 2, Summary Clinical Chemis(ry Data; Pre and Post Treatment in MRID 479253-
18). Piedmont must submit data/information that successfully demonstrates the health of the 
studied animal(s) before the Agency can proceed with its review. 

Additional information has been included in the Revised Safety and Efficacy Study on Cats in 
Volume 5 of this submission. Additional discussion of clinical chemistry parameters is in 
Volume 2 of this submission. 

Toxicology 

Certain data submitted to address toxicology is deficient and unacceptable. The deficiencies 
identified below must be successfully addressed before the Agency can proceed with its review of 
the referenced application. The deficiencies are: 

The fOllowing deficiencies apply to the active ingredient (isopropyl myristate) 

a. Regarding the dermal irritation data requirement (OCSPP 870.2500)- The referenced 1997 
study from RTECS that indicates that the active ingredient is mildly irritating was not included 
in your application (Refer to MRID 47925309). The Agency cannot make a determination on 
the data submitted for dermal irritation until a review of the RTECS study has been reviewed. 
Piedmont must submit this study before the Agency can proceed. 

The cited article is included in Volume 3 of this submission. 

b. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell assay (0CSPP 
870.5300 and 870.5375) data requirements- The data/rationale submitted to fulfill those data 
requirements is insufficient. Piedmont states that significant occupational expor:ure is no( 
expected because application is often seasonal. However, this rationale fai~~ t0 ronsider -G1a~ 
applications may occur more often in warmer climates where ticks may be pr..!Jalent Y'3T'-round. 
Moreover, based on the available information, significant exposure to isoprc-py! myriswtc may 
occur in an occupational setting (e.g.: veterinary office, grooming salon) through use of the 
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proposed product. The data/information submitted to satisfY occupational exposure also does not 
address either of these exposure scenarios. Piedmont must submit data/information that 
addresses both of these exposure scenarios before the Agency can proceed with its review. 

Additional information is presented in Volume 3 of this submission and further discussion and 
rationales are addressed in Volume 2 of this submission. 

The following deficiency applies to the end-use product(RESULTIX) 

c. The test substance utilized in the submitted studies is interchangeably referenced by different 
names, including "Resultix Tick Spray", "Pediculocide 100", "Piedmont Pediculocide 1" and 
"Piedmont Pediculocide 2". Piedmont must submit data/information verifYing that the test 
substance(s) referred to in the studies is identical to the proposed product, "RESULTIX". 

This is addressed in Volume 2 of this submission. 

If you have any questions or need additional information, please do not hesitate to contact me. 
My telephone number is 202-298-1785 and my email address is sphillips@gsblaw.com. 

Attachment 

Regards, 

Susan D. Phillips, M.S. 
Science Advisor 
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TRANSMITTAL DOCUMENT 

1. Name and Address of Submitter 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 274!0 

Agent 

Kathleen G. Palma, Ph.D. 
Vice President of Research & Development 
Email: kpalma@piedmontpharma.com 
Telephone: 336-544-0320 x 202 

2. Regulatory Action for which this Package is Submitted 

Pesticide Registration Submission 
RESULTIXTM 
EPA File Symbol No. 86865-R 
Registration for the End-Use Product 

3. Transmittal Date 

January lO, 20ll 

4. List of Submitted Documents 

Volume l Administrative Materials 

• Transmittal Document 

• EPA Form 8570-l (Application for Pesticide Registration) 

• EPA Form 8570-4 (Confidential Statement ofFormula) for EP 

• Draft label for EP, 5 copiees 

48348201 Volume 2 

48348202 Volume 3 

48348203 Volume 4 

Discussion of Submitted Information 

Published Articles Concerning the Safety of Myristic Acid and its Derivativt:..;, 
Including Isopropyl Mytistate 

Pivotal Study to Determine Safety and Efficacy oflsopropyl Myti;tate (:PM) Tick 
Spray against Rhipicephalus sanguineus and Dermacentor varfabi:is on Dogs 
(Study No. P AH-09-0036). AMENDED FINAL REPORT 
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48348204 Volume 5 Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate (I PM) Tick Spray 

Against Rhipicephalus sanguineus and Dermacentorvariabilis on Cats 
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Description' 

RESULTIX -ISOPROPYL MYRISTATE CONFERENCE CALL 
Calendar Entry 
Tue 12/14/2010 11:00 AM - 11:30 
AM 
Rooms: BPPD Conference Room S-8721/Potomac Yard One@EPA 

BPPD Conference Room {S-8771 )/Potomac Yard One@EPA 
BPPD Library Pod {S-8981 )/Pofomac Yard One@EPA 
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Recommendation of Division Directors 
Reset Due Dates 

'Jecision #: 424226 Registration #: 86865-R Petition #: N/A 

Fee Category: 8600 PR!A Decision Time Frame: 12 months 

Submitted by: Cheryl Greene Branch: BPB I Date: December 21, 2010 

Company: Piedmont Animal Health 

Original Due Date: December 29, 2010 Proposed New Due Date: August 25, 2011 

Previous Neaotiated Due Dates: None 

Is the "Fix" in~house? No lit not, date "Fix" expected: January 10,2011 

ISSUE: On December 3, 2009, EPA received the above~referenced application for registration of a new active 
ingredient (isopropyl myristate) in support of a proposed end~use product that kills ticks on dogs and cats via a non 
toxic mode of action (desiccation). 

BPPD has reviewed the data/information submitted to support the application and identified deficiencies in the 
product performance and companion animal safety data submitted in support of the end~use product. These 
deficiencies must be successfully addressed before BPPD can proceed with its review and render a regulatory 
decision on the application. 

There have been active communications with the Applicant's representative, and BPPD informed the applicant 
(Piedmont) of the significant deficiencies in a comprehensive letter dated December 9, 2010. Following transmission 
of the 75~day deficiency letter, BPPD and the Applicant engaged in a series of telephone and email discussions, 
including an extended conference call on December 11, 2011. Dming that call Piedmont advised BPPD that they 
D.ave in hand all data/information needed to address the deficiencies detailed in the Agency's December 9, 2010, 
deficiency letter. Piedmont has also advised that they will be able to submit those data/information to the Agency on 
or before January 10, 20 II. Piedmont has agreed to re~set the PRIA date for this action to 7 \4 month from the date 
of receipt of the required information, i.e., August 25, 20 II. 

Piedmont has been informed that a delay in receipt of the required data and information will result in establishment of 
a new due date. 

Describe Interactions with Company (describe when contacted and company's response including response to 
previous negotiated due dates): BPPD has been in ongoing communications with the applicant's consultant by 
telephone, email, an interim draft deficiency letter, and an official deficiency letter. Based on these 
communications, the applicant is requesting to reset the current PRIA 2 due date to August 25, 20 II. 

"75 Dav" Letter sent? X (Date sent) December 9, 2010 No and reason for none? 

Rationale for Proposed Due Date: A 7 1h month resetting of the PRIA2 due date based on receipt of all required 
information by· January I 0, 2011, will allow BPPD sufficient time to conduct a review of the application and make a 
re2"u!atory decision. 

Reaistrant ndtified that this is the last neaotiation? NO (this is first reneaotiation) 

Approve~/ I Disapprove: 

If disapproved, actio~ tb b e taken: v'\ 
OD or DOD Signature: ..... i i Date: 

I ' f"' .t." 1:?-)?-\0 

j 
\ \) \ 
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RE: Need to set new PRIA 2 Due Date for RESUL TIX 
Matt Schneider to· Cheryl Greene 1211512010 05:04 PM 
Cc: "Kathy Palma", ''Susan Phillips", "Matt Schneider" 

-~<--~~~~-<~~~ ---<--<~~~~ 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Dear Cheryl, 

On behalf of our client, Piedmont Animal Health and in connection with the above 
referenced registration application, we agree to a 7 1/2 month extension of the current 
PRIA 2 due date to August 25, 2011. We acknowledge that this renegotiation date is 
contingent on Piedmont submitting by January 10, 2011 new andfor clarified 
information that addresses the deficiencies identified in the Agency's December 9, 2010 
letter. We acknowledge that Piedmont understands that if the Agency does not receive 
a satisfactory resubmission package by January 10, 2011 the Agency may need to 
renegotiate the due date of August 25, 2011, to allow the Agency sufficient time to 
review any new information that would be subsequently submitted and render a 
regulatory decision. 

We very much appreciate the helpful phone meeting yesterday that helped to clarify 
what is needed to complete a successful registration process. 

Best regards, 

Matt 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Wednesday, December 15, 2010 12:48 PM 
To: Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 
Importance: High 

Thanks Matt. 

I'll get the paperwork rolling now. However, before I can send the 
package up for approval I need a statement (email is fine) from you 
specifically agreeing to a 7 1/2 month renegotiation of you current PRIA 
2 due date to August 25, 2011. The statement should acknowledge that 
this renegotiation date is contingent on Peidmont submitting by Jjanuary 
10, 2011 new information that addresses the deficiencies identified in 
the Agency's December 9, 2010 letter. The statement should also 
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acknowledgint that Piedmont undeerstands that if the Agency does not 
receive a complete resubmission package by January 16) 2611 the Agency 
may need to renegotiate the due date of August 25) 2611) to allow the 
Agency sufficient time to review the submitted information and render a 
regulatory decision. 

Once I get your statement agreeing to the renegotiation ) I will send the 
package up for signature. Once the renegotiation request is approved ) 
I will send yo an email confirming the approval . With any luck this 
will all happen by COB Friday. I'' keep you posted. In the meantime) 
let me know if you have questions or need additional information . 

Regards) 

From: "Matt Schneider" 
<MSchneider@gsblaw.com> 

To: Cheryl 
Greene/DC/USEPA/US@EPA 

Cc: Angela Gonzales/DC/USEPA/US@EPA) Clara 
Fuentes/DC/USEPA/US@EPA) Linda Hollis/DC/USEPA/US@EPA) Andrew 

Bryceland/DC/USEPA/US@EPA) "Matt Schneider" 
<MSchneider@gsblaw. com>) "Susan Phillips" 

<SPhillips@gsblaw.com> 

Date: 12/15/2@1@ 11:17 
AM 

Subject: RE: Need to set new PRIA2 Due Date for 
RESUL TIX 
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Cheryl, 

We expect to be able to submit new information to the Agency to address 
the deficiencies by about January 10, 2011. Thanks again for all your 
help. 

Regards, 

Matt and Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Tuesday, December 14, 2010 3:12 PM 
To: Susan Phillips; Matt Schneider 
Cc: Gonzales.Angela@epamail.epa.gov; Fuentes.Clara@epamail.epa.gov; 
Hollis.linda@epamail.epa.gov; Bryceland.Andrew@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 

Hi Susan: 

I need to get the paperwork for renegotiating the RESULTIX PRIA2 due 
date up to Sr. Management as soon as possible. We still need to make 
the December 17, 2010 renegotiation deadline. That said, will you be 
able to let me know by COB tomorrow how long you believe it will take 
Piedmont to submit new information to the Agency to address the 
deficiencies in our December 9, letter? Once I have this information I 
can determine the new PRIA 2 due date and get the paperwork rolling. As 
we discussed in the meeting, please keep in mind that the Agency will 
require seven and one-half (7 X) months from the date of receipt of 
your response to this letter to review any newly submitted information 
and make a regulatory decision. This means that if Piedmont submits new 
information on January 15, 2011 we would renegotiate out from that date 
which would make the new PRIA2 2 due date August 30, 2011. 

Please let me know if you have questions, need additional information or 
anything from me to help with estimating the amount of time you will 
need to resubmit. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 
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Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

From: "Susan Phillips" <SPhillips@gsblaw. com> 

To: Cheryl Greene/DC/U5EPA/U5@EPA 

Cc: "Matt Schneider" <MSchneider@gsblaw.com>, Linda 
Hollis/DC/U5EPA/U5@EPA 

Date: 

Subject: 
letter for 

12/10/2010 07:02 AM 

RE: Request for meeting with BPPD to discuss deficiency 
RE5ULTIX -- EPA Reg. No. 86865-R 

Thanks for your prompt reply. A teleconference on Tuesday from 11-12 is 
the best for us. I will be at GSB on Tuesday for this telcon and 
therefore Matt's number can be used for this purpose (202 298 1787). We 
can add Dr. Palma to the call from our end. If you need to contact me 
before Tuesday, my home number is . 

As for the agenda on Tuesday, the major issues are toxicology and the 
two safety and efficacy studies in cats and dogs (MRID 479253-17 and 
-18). Product chemistry and the draft label deficiencies are easily 
corrected and we see no reason to discuss these during the 
teleconference. 

The safety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements . Based on the EPA 
deficiency letter~ these two studies may not fulfill the companion 
animal toxicity requirements; however, product performance issues only 
concern label statement claims, which are easily correctible by revising 
the product label. 

As for the toxicology deficiencies, the requested citation concerning 
dermal irritation will be submitted to the EPA in its entirety 
(approximately 84 pages) with an introduction indicating where the 
specific information is located in this review article . In addition~ we 
are prepared to discuss additional rationales for requesting data 
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waivers for the developmental toxicity and the in vitro mammalian cell 
assay data requirements . 

Consequently, the agenda for the teleconference only concern toxicity 
data requirements for dogs, cats and humans. Please feel free to 
contact me or Matt if you have further questions in advance of our call 
and we would appreciate confirmation once the conference call time is 
firmed up. 

Thanks very much for fitting this in during a very busy time of the 
year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 5:10 PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable . 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call . I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point_. I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
The original deficiency letter went out to you in the mail today . 
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Please let me know if you have questions or need more information . 

RegardsJ 

Cheryl F. Greene 
Office of PreventiOn 3 Pesticides and Toxic Substances Office of 
Pesticide Programs 3 BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
WashingtonJ DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Susan: I just left a very detailed message with Matt. I would like 
your telephone number. At any rate, we can not accommodate a face to 
face meeting at anytime next week due to juggling schedules and previous 
commitments. HoweverJ my voice message to Matt was that we could 
entertain a conf call with all key players . I would like to do this 
preferably on Monday. I am available most of the morning and most of 
Tuesday. Wed -Friday are not options for me. I asked Matt that you 
forward a detailed list of topics for discussion . I am assuming that 
you really want to discuss product performance. Please let me knowJ we 
would be happy to provide further guidance as to how to move forward 
Also, we recognize that the PRIA2 due date falls on a holiday (the 
24th). 
This essentially means that we will need to wrap this up with regard to 
a renegotiation days prior to that. Please work with Cheryl Greene and 
forward your telephone number. 

Linda A. Hollis, MS 
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ChiefJ Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide 
Programs (7S11P) U.S. Environmental Protection Agency One Potomac Yard 
2777 s. Crystal Drive 
ArlingtonJ VA 22202 
hollis.linda@epa.gov 
(703) 308-8733 (phone) 
(703) 308-7026 (fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1000 miles begins with one step ..... Take the step" 

From: "Susan Phillips" <SPhillips@gsblaw. com> 

To: Cheryl Greene/DC/USEPA/US@EPAJ "Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: 

Date: 

Subject: 
letter for 

Linda Hollis/DC/USEPA/US@EPA 

12/09/2010 03:55 PM 

RE: Request for meeting with SPPD to 
RESULTIX -- EPA Reg. No. 8686S-R 

Thanks very much for your prompt response . 

Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: ThursdayJ December 09J 2010 3:19 PM 
To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 

discuss deficiency 

Subject: Request for meeting with SPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 8686S-R 
Importance: High 
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Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks~ I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantime~ let me know if you have questions or need more information. 

Regards~ 

Cheryl F. Greene 
Office of Prevention~ Pesticides and Toxic Substances Office of 
Pesticide Programs~ BPPD/BPB (7511P) u.s. Environmental Protection 
Agency 1200 Pennsylvania Avenue~ N.W. 
Washington~ DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Your December 3~ 2009 application for Section 3 Registration 

PRIAII Code 8600 EPA Decision # 424225 

Good Morning Cheryl~ 

I am writing to you in response to your December 3 email to my colleague 
Susan Phillips containing a draft of a the deficiency letter pertaining 
to the above captioned matter. As you know~ the draft letter states 
that if the PRIA 2 deadline is not renegotiated by December 17~ 2010~ 

EPA will issue a can not grant letter. While we have not yet received a 
final deficiency letter~ we see that the timeframe available to take 
action before December 17 is very short and so we very much appreciate 
your forwarding the draft . On the assumption that the final deficiency 
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letter will be similar or identical to the draft ~ we need to move 
quickly. Accordingly~ on behalf of our client~ Piedmont Animal Health~ 
we urgently and respectfully request a meeting to discuss the issues 
raised in the letter to clarify certain matters and hopefully reach 
agreement on a new PRIA 2 deadline in advance of December 17. In order 
for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping 
that you would be able to schedule a meeting for Wednesday , December 
15. I recognize this is short notice however~ we only received the 
draft notice 14 days in advance of the deadline. We will make ourselves 
available any time on December 15 at your convenience. We very much 
appreciate whatever you can do to arrange the meeting at which Dr . 
Palma~ Susan Phillips and I will be in attendance on behalf of Piedmont 
Animal Health. 

Best regards, 

Matt 

MATTHEW R. SCHNEIDER 

owner and Managing Director D.C. and NY Offices 202.965.7880 x 1787 
Tel I 202.965.1729 Fax I mschneider@gsblaw.com 

GARVEY SCHUBERT BARER I 5th Floor 
Washington~ DC 20007 I rn GSBLaw.com 

1000 Potomac Street NW 

Unless expressly stated otherwise~ any federal tax advice contained in 
this communication (including attachments) is not intended to be used~ 
and cannot be used~ for the purpose of avoiding federal tax penalties 

This e-mail is for the sole use of the intended recipient (s). It 
contains information that is confidential and/or legally privileged. If 
you believe that it has been sent to you in error ~ please notify the 
sender by reply e-mail and delete the message. Any disclosure~ copying~ 

distribution or use of this information by someone other than the 
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intended recipient is prohibited. 
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RE: Need to set new PRIA 2 Due Date for RESUL TIX 
Matt Schneider to: Linda Hollis 12/1512010 05:06PM 
Cc: I Greene, "Susan Phillips"," Palma", "Matt Schneider" 

Linda, thanks for your comments. Perhaps a point of clarification would be helpful. 
Based on our very productive phone meeting with Cheryl and her team yesterday, we 
are expecting to submit supplementary and explanatory information and perhaps a 
revised study report for the efficacy studies, but not a new study. We are not expecting 
that the Agency will have a lot of new material to review and we are hopeful that this 
will expedite the process. We will do our best to submit a revised package that is 
persuasive, comprehensive and straightforward. Thanks for taking the time to 
comment. I hope you have a great Christmas. Best regards, Matt 

-----Original Message~----
From: Hollis.Linda@epamail.epa.gov [mailto:Hollis.linda@epamail.epa.gov] 
Sent: Wednesday~ December 15, 2010 3:46 PM 
To: Greene.Cheryl@epamail.epa.gov 
Cc: Matt Schneider 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 

In addition, we would like to reiterate that this time is needed to 
review what may be, a new efficacy study and to review any response to 
deficiencies with regard to product chemistry and non targets , after 
which, should the information satisfy the data requirements , EPA will 
render its decision. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs (7511P) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 222e2 
hollis.linda@epa.gov 
(703) 308~8733 (phone) 
(703) 308~7026 (fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1eee miles begins with one step ..... Take the step" 

!~~~~~~~~~~~~) 
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I From: I 
1------------> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

/Cheryl 
Greene/DC/USEPA/US 

>---------------------------------------------------------------------------

1------------> 
I To: I 
1------------> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

I"Matt Schneider" 
<MSchneider@gsblaw.com> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 
1------------> 
I Cc: I 
1------------> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

I Linda 
Hollis/DC/USEPA/US@EPA 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 
------------> 
Date: I 

------------> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

/12/15/2010 12:47 
PM 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 
1------------> 
I Subject: I 
1------------> 
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>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

]RE: Need to set new PRIA2 Due Date for 
RESUL TIX 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

Thanks Matt. 

I'll get the paperwork rolling now. However> before I can send the 
package up for approval I need a statement (email is fine) from you 
specifically agreeing to a 7 1/2 month renegotiation of you current PRIA 
2 due date to August 25> 2811. The statement should acknowledge that 
this renegotiation date is contingent on Peidmont submitting by Jjanuary 
10~ 2811 new information that addresses the deficiencies identified in 
the Agency's December 9> 2818 letter. The statement should also 
acknowledgint that Piedmont undeerstands that if the Agency does not 
receive a complete resubmission package by January 18> 2811 the Agency 
may need to renegotiate the due date of August 25> 2811> to allow the 
Agency sufficient time to review the submitted information and render a 
regulatory decision. 

Once I get your statement agreeing to the renegotiation > I will send the 
package up for signature. Once the renegotiation request is approved> 
I will send yo an email confirming the approval . With any luck this 
will all happen by COB Friday. I' ' keep you posted. In the meantime, 
let me know if you have questions or need additional information . 

Regards> 

1------------> 
I From: I 
1------------> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

]"Matt Schneider" 
<MSchneider@gsblaw.com> 
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>---------------------------------------------------------------------------

1------------> 
I To: I 
1------------> 

>---------------------------------------------------------------------------

!Cheryl 
Greene/DC/USEPA/US@EPA 

>---------------------------------------------------------------------------

1------------> 
I Cc: I 
1------------> 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

!Angela Gonzales/DC/USEPA/US@EPA, Clara Fuentes/DC/USEPA/US@EPA, linda 
Hollis/DC/USEPA/US@EPA, Andrew Bryceland /DC/USEPA/US@EPA, "Matt I 

!Schneider" <MSchneider@gsblaw.com>, "Susan Phillips" 
<SPhillips@gsblaw.com> 

I 

>--------------------------------------------------------------------------
--------------------------------------------------------------- I 
1------------> 
I Date: I 
1------------> 

>---------------------------------------------------------------------------

112/15/2818 11:17 
AM 

>---------------------------------------------------------------------------

1------------> 
I Subject: I 
1------------> 

>---------------------------------------------------------------------------

IRE: Need to set new PRIA2 Due Date for 
RESUL TIX 
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>--------------------------------------------------------------------------
--------------------------------------------------------------- I 

Cheryl, 

We expect to be able to submit new information to the Agency to address 
the deficiencies by about January 10, 2011. Thanks again for all your 
help. 

Regards, 

Matt and Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Tuesday, December 14, 2010 3:12 PM 
To: Susan Phillips; Matt Schneider 
Cc: Gonzales.Angela@epamail.epa.gov; Fuentes.Clara@epamail.epa.gov; 
Hollis.linda@epamail.epa.gov; Bryceland.Andrew@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 

Hi Susan: 

I need to get the paperwork for renegotiating the RESULTIX PRIA2 due 
date up to Sr. Management as soon as possible. We still need to make 
the December 17, 2010 renegotiation deadline. That said, will you be 
able to let me know by COB tomorrow how long you believe it will take 
Piedmont to submit new information to the Agency to address the 
deficiencies in our December 9, letter? Once I have this information I 
can determine the new PRIA 2 due date and get the paperwork rolling . As 
we discussed in the meeting, please keep in mind that the Agency will 
require seven and one-half (7 X) months from the date of receipt of 
your response to this letter to review any newly submitted information 
and make a regulatory decision. This means that if Piedmont submits new 
information on January 1S, 2011 we would renegotiate out from that date 
which would make the new PRIA2 2 due date August 30, 2011. 

Please let me know if you have questions, need additional information or 
anything from me to help with estimating the amount of time you will 
need to resubmit. 

Regards, 

Cheryl F. Greene 
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Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue. N.W. 
Washington. DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

From: "Susan Phillips" <SPhillips@gsblaw. com> 

To: Cheryl Greene/DC/USEPA/US@EPA 

Cc: "Matt Schneider" <MSchneider@gsblaw. com>. Linda 
Hollis/DC/USEPA/US@EPA 

Date: 

Subject: 
letter for 

12/18/2818 87:82 AM 

RE: Request for meeting with BPPD to discuss deficiency 
RESULTIX -- EPA Reg. No. 86865-R 

Thanks for your prompt reply. A teleconference on Tuesday from 11-12 is 
the best for us. I will be at GSB on Tuesday for this telcon and 
therefore Matt's number can be used for this purpose (202 298 1787). We 
can add Dr. Palma to the call from our end. If you need to contact me 
before Tuesday. my home number is . 

As for the agenda on Tuesday. the major issues are toxicology and the 
two safety and efficacy studies in cats and dogs (MRID 479253-17 and 
-18). Product chemistry and the draft label deficiencies are easily 
corrected and we see no reason to discuss these during the 
teleconference. 

The safety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements . Based on the EPA 
deficiency letter. these two studies may not fulfill the companion 
animal toxicity requirements; however, product performance issues only 
concern label statement claims, which are easily correctible by revising 
the product label. 
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As for the toxicology deficiencies, the requested citation concerning 
dermal irritation will be submitted to the EPA in its entirety 
(approximately 84 pages) with an introduction indicating where the 
specific information is located in this review article . In addition, we 
are prepared to discuss additional rationales for requesting data 
waivers for the developmental toxicity and the in vitro mammalian cell 
assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity 
data requirements for dogs, cats and humans. Please feel free to 
contact me or Matt if you have further questions in advance of our call 
and we would appreciate confirmation once the conference call time is 
firmed up. 

Thanks very much for fitting this in during a very busy time of the 
year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 5:10PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable . 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call . At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 
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Also ~ the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month~ this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3~ 2010. 
The original deficiency letter went out to you in the mail today . 

Please let me know if you have questions or need more information . 

Regards~ 

Cheryl F. Greene 
Office of Prevention~ Pesticides and Toxic Substances Office of 
Pesticide Programs~ BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 12ee Pennsylvania Avenue~ N.W. 
Washington~ DC 28004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Susan: I just left a very detailed message with Matt. I would like 
your telephone number. At any rate~ we can not accommodate a face to 
face meeting at anytime next week due to juggling schedules and previous 
commitments. However~ my voice message to Matt was that we could 
entertain a conf call with all key players . I would like to do this 
preferably on Monday. I am available most of the morning and most of 
Tuesday. Wed - Friday are not options for me. I asked Matt that you 
forward a detailed list of topics for discussion . I am assuming that 
you really want to discuss product performance. Please let me know~ we 
would be happy to provide further guidance as to how to move forward 
Also~ we recognize that the PRIA2 due date falls on a holiday (the 
24th). 
This essentially means that we will need to wrap this up with regard to 
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a renegotiation days prior to that. Please work with Cheryl Greene and 
forward your telephone number. 

Linda A. Hollis> MS 
ChiefJ Biochemical Pesticides Branch 
8iopesticides and Pollution Prevention Division Office of Pesticide 
Programs {7S11P) U.S. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington> VA 22202 
hollis.linda@epa.gov 
(703) 308-8733 (phone) 
(703) 308-7026 (fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1BBB miles begins with one step ..... Take the step" 

From: "Susan Phillips" <SPhillips@gsblaw. com> 

To: Cheryl Greene/DC/USEPA/US@EPAJ "Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: 

Date: 

Subject: 
letter for 

Linda Hollis/DC/U5EPA/U5@EPA 

12/09/2010 03:55 PM 

RE: Request for meeting with BPPD to discuss deficiency 
RESULTIX -- EPA Reg. No. 86865-R 

Thanks very much for your prompt response . 

Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday> December 09> 2010 3:19 PM 
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To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folksJ I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantimeJ let me know if you have questions or need more information . 

Cheryl F. Greene 
Office of Prevention. Pesticides and Toxic Substances Office of 
Pesticide ProgramsJ BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue) N.W. 
WashingtonJ DC 20004 

Tel: 7e3 3e8-e3s2 
Fax 7e3 3e8-7e26 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Your December 3) 2009 application for Section 3 Registration 

PRIAII Code 8600 EPA Decision # 42422S 

Good Morning Cheryl) 

I am writing to you in response to your December 3 email to my colleague 
Susan Phillips containing a draft of a the deficiency letter pertaining 
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to the above captioned matter. As you know3 the draft letter states 
that if the PRIA 2 deadline is not renegotiated by December 173 20103 
EPA will issue a can not grant letter. While we have not yet received a 
final deficiency letter 3 we see that the timeframe available to take 
action before December 17 is very short and so we very much appreciate 
your forwarding the draft. On the assumption that the final deficiency 
letter will be similar or identical to the draft, we need to move 
quickly. Accordingly, on behalf of our client, Piedmont Animal Health, 
we urgently and respectfully request a meeting to discuss the issues 
raised in the letter to clarify certain matters and hopefully reach 
agreement on a new PRIA 2 deadline in advance of December 17. In order 
for our client 3 Dr. Kathleen G. Palma 3 Vice President of Research and 
Development 3 Piedmont Animal Health 3 to be in attendance we were hoping 
that you would be able to schedule a meeting for Wednesday 3 December 
15. I recognize this is short notice however 3 we only received the 
draft notice 14 days in advance of the deadline . We will make ourselves 
available any time on December 15 at your convenience. We very much 
appreciate whatever you can do to arrange the meeting at which Dr . 
Palma, Susan Phillips and I will be in attendance on behalf of Piedmont 
Animal Health. 

Best regards 3 

Matt 

MATTHEW R. SCHNEIDER 

Owner and Managing Director D.C. and NY Offices 202.965.7880 x 1787 
Tel I 202.965.1729 Fax I mschneider@gsblaw.com 

GARVEY SCHUBERT BARER I 5th Floor 
Washington3 DC 20007 I m GSBLaw.com 

1000 Potomac Street NW 

Unless expressly stated otherwise 3 any federal tax advice contained in 
this communication (including attachments) is not intended to be used 3 
and cannot be used 3 for the purpose of avoiding federal tax penalties. 
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This e-mail is for the sole use of the intended recipient (s). It 
contains information that is confidential and/or legally privileged. If 
you believe that it has been sent to you in error~ please notify the 
sender by reply e-mail and delete the message. Any disclosure, copying, 
distribution or use of this information by someone other than the 
intended recipient is prohibited . 
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RE: Need LO seL new PRIA2 Due DaLe for RESULTIX 
Mau Schneider 
to: 
Chery! Greene 
\2/!5/20!0 05:04PM 
Cc 
"Kathy Palma", "Susan Phillips", "Malt Schneider" 
Show Details 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Dear Cheryl, 

Page I of6 

On behalf of our client, Piedmont Animal Health and in connection with the above referenced registration application, we agree to a 
7 1/2 month extension of the current PRIA 2 due date to August 25, 2011. We acknowledge that this renegotiation date is 
contingent on Piedmont submitting by January 10, 2011 new and/or clarified information that addresses the deficiencies identified 
in the Agency's December 9, 2010 letter. We acknowledge that Piedmont understands that if the Agency does not receive a 
satisfactory resubmission package by January 10, 2011 the Agency may need to renegotiate the due date of August 25, 2011, to 
allow the Agency sufficient time to review any new information that would be subsequently submitted and render a regulatory 
decision. 

We very much appreciate the helpful phone meeting yesterday that helped to clarify what is needed to complete a successful 
registration process. 

Best regards, 

Matt 

-----Original Message-----
from: Greene.Cheryl@epam~il.epa.gov [mailto:Greene.Cheryl@epamail.ep~.gov] 
Sent: Wednesday, December 15, 2910 12:48 PM 
To: Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RE5ULTIX 
Importance: High 

Thanks Matt. 

I'll get the paperwork rolling now. However, before I can send the 
package up for approval I need a statement (email is fine) from you 
specifically agreeing to a 7 1/2 month renegotiation of you current PRIA 
2 due date to August 25, 2011. The statement should acknowledge that 
this renegotiation date is contingent on Peidmont submitting by Jjanuary 
10, 2011 new information that addresses the deficiencies identified in 
the Agency's Oecember 9, 2C10 letter. The statement should also 
acknowledgint that Piedmont undeerstands that if the Agency does not 
receive a complete rl':submission package by 1anuary 10, 2Cll the Agency 
may need to renegotiate the due date of August 2S, 2011, to allow the 
Agency sufficient time to review the submitted information and render a 
regulatory decision. 

Once I get your statement agreeing to the renegotiation, 1 will send the 
package up for signature. Once the renegotiation request is approved, 
1 will send yo an email confirming the approval. With any luck this 
will all happen by COB friday. 1'' keep you posted. In the meantime, 
let me know if you have questions or need additional information. 

Regards, 

From: "l~att Schneider" <MSchneider@gsblaw. com> 

To: Cheryl Greene/OC/USEPA/US@EPA 

Cc: Angela Gonzales/OC/USEPA/US@EPA, Clara Fuentes/DC/USEPA/US@EPA, Linda Hollis/OC/USEPA{US@EPA, Andrew 
Bryceland/OC/USEPA/US@EPA, "Matt Schneider" <MSchneider@gsbhw.com>, "Susan Phillips" 

[')/1;:.1')(\1(\ 
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<SPhillips@gsblaw.com> 

Date: 12/15/2010 11:17 AM 

Subject: RE: ~eed to set new PRIA2 Due Date for RESULTIX 

Cheryl, 

We expect to be able to submit new information to the Agency to address 
the deficiencies by about January 10, 2011. Thanks again for all your 
help. 

Regards, 

Matt and Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Tuesday, December 14, 2010 3:12 PM 
To: Susan Phillips; Matt Schneider 
Cc: Gonzales.Angela@epamail.epa.gov; Fuentes.Clara@epamail.epa gov; 
Hollis.Linda@epamail.epa.gov; Bryceland.Andrew@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 

Hi Susan: 

I need to get the paperwork for renegotiating the RESULTIX PRIA2 due 
date up to Sr. Management as soon as possible. We still need to make 
the December 17, 2010 renegotiation deadline. That said, wiJl you be 
able to let me know by COB tomorrow how long you believe it will take 
Piedmont to submit new information to the Agency to address the 
deficiencies in our December 9, letter? Once I have this information I 
can determine the new PRIA 2 due date and get the paperwork rolling. As 
we discussed in the meeting, please keep in mind that the Agency will 
require seven and one-half (7 ll) months from the date of receipt of 
your response to this letter to review any newly submitted information 
and make a regulatory decision. This means that if Piedmont submits new 
informatlon on January 1S, 2011 we would renegotiate out from that date 
which would make the new PRIA2 2 due date August 30, 1011. 

Please let me know if you have questions, need additional information or 
anything from me to help with estimating the amount of time you will 
need to resubmit. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPO/BPB (7S11P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene. cheryl@epa .gov 

From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA 

Cc: "!~att Schneider" <MSchneider@gsblaw. com>, Linda 
Hollis/OC/USEPA/US@EPA 

Date: 12/10/2010 07:02 AM 

Page 2 of 6 

1 'l/1 t: l'lf"\1 n 
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History: 

Cheryl, 

RE: Need to set new PRIA 2 Due Date for RESUL TIX 
Matt Schneider to: Cheryl Greene 
C . Angela Gonzales, Clara Fuentes, linda Hollis, Andrew Bryceland, 

c. "MaU Schneider", ''Susan Phillips" 

This message has been replied to. 

12/15/201011:17 AM 

We expect to be able to submit new information to the Agency to address the 
deficiencies by about January 10, 2011. Thanks again for all your help. 

Regards, 

Matt and Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov {mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Tuesday, December 14, 2010 3:12 PM 
To: Susan Phillips; Matt Schneider 
Cc: Gonzales.Angela@epamail.epa.gov; Fuentes.Clara@epamail.epa.gov; 
Hollis.Linda@epamail.epa.gov; Bryceland.Andrew@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 

Hi Susan: 

I need to get the paperwork for renegotiating the RESULTIX PRIA2 due 
date up to Sr. Management as soon as possible. we still need to make 
the December 17, 2010 renegotiation deadline. That said, will you be 
able to let me know by COB tomorrow how long you believe it will take 
Piedmont to submit new information to the Agency to address the 
deficiencies in our December 9, letter? Once I have this information I 
can determine the new PRIA 2 due date and get the paperwork rolling. As 
we discussed in the meeting, please keep in mind that the Agency will 
require seven and one-half (7 %) months from the date of receipt of 
your response to this letter to review any newly submitted information 
and make a regulatory decision. This means that if Piedmont submits new 
information on January 15, 2011 we would renegotiate out from that date 
which would make the new PRIA2 2 due date August 30, 2011. 

Please let me know if you have questions, need additional information or 
anything from me to help with estimating the amount of time you will 
need to resubmit. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511P] 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
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From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA 

Cc: "Matt Schneider" <MSchneider@gsblaw. com>, Linda 
Hollis/DC/USEPA/US@EPA 

Date: 

Subject: 
for RESULTIX 

12/10/2010 07:02 AM 

RE: Request for meeting with BPPD to discuss deficiency letter 
-- EPA Reg. No. 86865-R 

Thanks for your prompt reply. A teleconference on Tuesday from 11-12 is 
the best for us. I will be at GSB on Tuesday for this telcon and 
therefore Matt's number can be used for this purpose (202 298 1787). We 
can add Dr. Palma to the call from our end. If you need to contact me 
before Tuesday, my home number is . 

As for the agenda on Tuesday, the major issues are toxicology and the 
two safety and efficacy studies in cats and dogs (MRID 479253-17 and 
-18) . Product chemistry and the draft label deficiencies are easily 
corrected and we see no reason to discuss these during the 
teleconference. 

The safety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements. Based on the EPA 
deficiency letter, these two studies may not fulfill the companion 
animal toxicity requirements; however, product performance issues only 
concern label statement claims, which are easily correctible by revising 
the product label. 

As for the toxicology deficiencies, the requested citation concerning 
dermal irritation will be submitted to the EPA in its entirety 
(approximately 84 pages) with an introduction indicating where the 
specific information is located in this review article. In addition, we 
are prepared to discuss additional rationales for requesting data 
waivers for the developmental toxicity and the in vitro mammalian cell 
assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity 
data requirements for dogs, cats and humans. Please feel free to 
contact me or Matt if you have further questions in advance of our call 
and we would appreciate confirmation once the conference call time is 
firmed up. 

Thanks very much for fitting this in during a very busy time of the 
year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
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Sent: Thursday, December 09, 2010 5:10 PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable. 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
The original deficiency letter went out to you in the mail today. 

Please let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (75llP) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 
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Susan: I just left a very detailed message with Matt. I would like 
your telephone number. At any rate, we can not accommodate a face to 
face meeting at anytime next week due to juggling schedules and previous 
commitments. However, my voice message to Matt was that we could 
entertain a conf call with all key players. I would like to do this 
preferably on Monday. I am available most of the morning and most of 
Tuesday. Wed - Friday are not options for me. I asked Matt that you 
forward a detailed list of topics for discussion. I am assuming that 
you really want to discuss product performance. Please let me know, we 
would be happy to provide further guidance as to how to move forward. 
Also, we recognize that the PRIA2 due date falls on a holiday (the 
24th). 
This essentially means that we will need to wrap this up with regard to 
a renegotiation days prior to that. Please work with Cheryl Greene and 
forward your telephone number. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide 
Programs (7511P) U.S. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 
hollis.linda@epa.gov 
(703) 308-8733 (phone) 
(703) 308-7026 (fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1000 miles begins with one step ..... Take the step" 

From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA, "Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: 

Date: 

Subject: 
letter for 

Linda Hollis/DC/USEPA/US@EPA 

12/09/2010 03:55 PM 

RE: Request for meeting with BPPD 
RESULTIX -- EPA Reg. No. 86865-R 

Thanks very much for your prompt response. 

Susan 

-----Original Message-----

to discuss deficiency 
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From: Greene.Cheryl@epamail.epa.gov [ 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 3:19 PM 
To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance; High 

Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks, I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantime, let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration * 86865-R 

Your December 3, 2009 application for Section 3 Registration 

PRIAII Code B600 EPA Decision * 424225 

Good Morning Cheryl, 

I am writing to you in response to your December 3 email to my colleague 
Susan Phillips containing a draft of a the deficiency letter pertaining 
to the above captioned matter. As you know, the draft letter states 
that if the PRIA 2 deadline is not renegotiated by December 17, 2010, 
EPA will issue a can not grant letter. While we have not yet received a 
final deficiency letter, we see that the timeframe available to take 
action before December 17 is very short and so we very much appreciate 
your forwarding the draft. On the assumption that the final deficiency 
letter will be similar or identical to the draft, we need to move 
quickly. Accordingly, on behalf of our client, Piedmont Animal Health, 
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we urgently and respectfully request a meeting to discuss the issues 
raised in the letter to clarify certain matters and hopefully reach 
agreement on a new PRIA 2 deadline in advance of December 17. In order 
for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping 
that you would be able to schedule a meeting for Wednesday, December 
15. I recognize this is short notice however, we only received the 
draft notice 14 days in advance of the deadline. We will make ourselves 
available any time on December 15 at your convenience. We very much 
appreciate whatever you can do to arrange the meeting at which Dr. 
Palma, Susan Phillips and I will be in attendance on behalf of Piedmont 
Animal Health. 

Best regards, 

Matt 

MATTHEW R. SCHNEIDER 

Owner and Managing Director 
Tel I 202.965.1729 Fax I 

D.C. and NY Offices I 
mschneider@gsblaw.com 

202.965.7880 X 1787 

GARVEY SCHUBERT BARER 
Washington, DC 20007 

5th Floor 1000 Potomac Street NW 
~ GSBLaw.com 

Unless expressly stated otherwise, any federal tax advice contained in 
this communication (including attachments) is not intended to be used, 
and cannot be used, for the purpose of avoiding federal tax penalties. 

This e-mail is for the sole use of the intended recipient(s). It 
contains information that is confidential and/or legally privileged. If 
you believe that it has been sent to you in error, please notify the 
sender by reply e-mail and delete the message. Any disclosure, copying, 
distribution or use of this information by someone other than the 
intended recipient is prohibited. 
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RE: Need to set new PRIA2 Due Date for RESULTIX 
Matt Schneider 
to: 
Cheryl Greene 
12/14/20!008:51 PM 
Ce: 
"Susan Phillips", "Kathy Palma" 
Show Details 

Page 1 of6 

Hi Cheryl, Susan and I will get back to you shortly on the substance of your question, but in the meantime, as a matter 
of academic curiosity, I was surprised to learn in our conversation that a 7.5 month extension is required. Honestly, I 
can't find it in the law or the guidance that the Agency puts out. Below is an excerpt from the Agency summary of the 
law. In relevant part it states, "In estimi!.!J_Qg the amount of time that ma_y_Q/E required to 'l,.ddr~_~s the issues and then 
!!l_ake a determtn~ation on the apRl...icJriJon. the Ag!l_ncy analyzes whi~tePs in its l!rocj'!;;s need to be c~ompleted and__j:.h_e_ 
~moynt__9f time requ:l!:_ejl fQr each." I can't find any reference to a requirement that it be 7.S months. Is there some 
other source of this requirement? Just curious and thanks again for putting our call together this morning. Best 
regards, Matt 

Decision Review Periods {PRlA 2 Timeframes)Each PRIA 2 fee category has an associated period of time in which the Agency 
must make a determination, which has been called a decision review period or PRIA 2 timeframe. The Agency is committed to 
meeting the "PRIA 2 due dates." For applications that do not include a request for a waiver or exemption, the PRlA 2 
timeframe begins 21 days after receipt of the application and fee. As previously described, for applications with a 
waiver or exemption request, the PRlA 2 timeframe begins when the request is granted, or in the case of a waiver request, 
if no additional fee is required, the earlier of (i) the date the Agency grants the waiver or {ii) the date that is 60 
days after receipt of the application. If the Agency denies the request for a waiver or if it grants the waiver and 
additional fees are required, the decision review period begins when the Agency receives payment of the outstanding 
portion of the registration service fee. 

At any time after the 21-day initial content screen and during the Agency's in-depth review of an application, the Agency 
may determine that an application is incomplete or that further information is needed in order to complete the Agency's 
review. A 7S-day deficiency letter may be issued pursuant to 40 CFR 1S2.10S notifying the applicant that the applicant 
has 7S days in which to address the deficiencies or provide a schedule for addressing the deficiencies. If, after 7S 
days, the applicant has not responded, or fails to address the deficiencies within the time scheduled, the Agency will 
treat the application as if it has been withdrawn by the applicant. Once the Agency withdraws the application, a 
determination will be m~de on a refund as described in the section "Withdrawn Applications." 

The Agency may also determine that there will be insufficient time for an applicant to submit the needed data/information 
and/or the Agency to review the dat~/information within the PRIA 2 timeframe. The Agency will then contact the applicant 
and discuss the situation. Some possible outcomes include: 

withdrawal of the application (and a determination with respect to any refund); 
negotiation of a new due date with the Agency; 
a determination by the Agency on whether the application, in the absence of the data, can be granted; or 
a denial of the application based on data (or lack thereof) before the Agency. 
Top of page 

Negotiated Due Oates or Due Date Extensions The PRIA 2 due dat~ may be extended by a mutual ~L~e~ent between th~ 
<jl_p_plicant and the____Ag!!_D_qr. The new due d~ate is called a neg_otiated due t!?l!.e- Negotiated due dates occur predominately as a 
result of missing information or data or data deficiencies identified during an in-depth review of the application. The 
due date then is extended to allow the applicant the time to submit the data or information and for the Agency to review 
the data and make a determination. 

In estimatin_g____the amount of time t:.b_aj; may be required to address the issues and ~a_ke a determ~nat:i&!l on the 
ap_pJJ-~<;E.tt9n. the Agenc.v__;mal_yzes which ste_p_$ j_~rocess need to be complJ"lld and the amol!!}j; of time reqill.__rg~d for 
each. Steps in processing an application may include in-processing or intake of a submission, screening to determine its 
contents, data review, secondary or management review of documents, risk assessment, and regulatory decision-making. The 
amount of time that the applicant may take to submit the data or information is estimated and then the registering 
division estimates the amount of time it will take to reach a determination on the application. 

Delays in submitting information may result in the applic~nt requesting additional extensions in the due date; however, 
additional delays in submitting the data or information may result in a determination that the Agency cannot grant the 
application or denial of the application. lf substantial delays are expected in submitting the data or information or a 
new due date cannot be estimated by the applicant, the applicant is advised to withdraw the application and submit a new 
application with the dah or information at a later date. The withdrawal procedures in the section "Withdrawn 
Applications" would apply. 

The process for reaching a negotiated due date generally involves the applicant submitting its consent to an extension in 
writing (e-mail is sufficient) to the Agency representative, generally a Product Manager or Regulatory Action Leader. The 
registering division then finalizes the agreement by obtaining the approval of the Office Director or Deputy Office 
Director. 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto Greene.Cheryl@epamail.epa.gov] 
Sent: Tuesday, December 14, 2010 3:12 PM 
To: Susan Phillips; Matt Schneider 

i'"l/1?,/')(\1(\ 
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Cc: Gonzales.Angela@epamail.epa.gov; Fuentes.Clara@epamail.epa.gov; Hollis.Linda@epamail.epa.gov; 
Bryceland.Andrew@epamail.epa.gov 
Subject: RE: Need to set new PRIA2 Due Date for RESULTIX 

Hi susan: 

I need to get the paperwork for renegotiating the RESULTIX PRIA2 due 
date up to Sr. Man;~gement as soon as possible. We still need to make 
the December 17, 2010 renegotiation deadline. That said, will you be 
able to let me know by COB tomorrow how long you believe it will take 
Piedmont to submit new information to the Agency to address the 
deficiencies in our December 9, letter? Once I have this information I 
can determine the new PRIA 2 due date and get the paperwork rolling. As 
we discussed in the meeting, please keep in mind that the Agency will 
require seven and one-half (7 X) months from the date of receipt of 
your response to this letter to review any newly submitted information 
;~nd make a regul;~tory decision. This me;~ns that if Piedmont submits new 
information on January 15, 2011 we would renegotiate out from that date 
which would make the new PRIA2 2 due date August 30, 2011. 

Ple;~se let me know if you have questions, need additional information or 
anything from me to help with estimating the amount of time you will 
need to resubmit. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, 8PPD/8P8 (7511P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 28004 

Tel: 703 308-03S2 
Fax 703 308-7025 
Email: greene.cheryl@epa.gov 

From: "Susan Phillips" <SPhillips@gsblaw.com' 

To; Cheryl Greene/DC/USEPA/US@EPA 

Cc: "Matt Schneider" <MSchneider@gsblaw. com', Linda HollisfDC/USEPA/US@EPA 

Date: 12/10/2010 07:02 AM 

Page 2 of 6 

Subject: RE: Request for meeting with 8PPO to discuss deficiency letter for RE5ULTIX -- EPA Reg. No. 85855·R 

Thanks for your prompt reply. A teleconference on Tuesday from 11·12 is 
the best for us. I will be at GS8 on Tuesday for this telcon ;~nd 

therefore Matt's number can be used for this purpose (202 298 1787). We 
can add Or, Palma to the call from our end, If you need to contact me 
before Tuesday, my home number is . 

As for the agenda on Tuesday, the maior issues are toxicology and the 
two safety and efficacy studies in cats and dogs (MRID 479253-17 and 
-18). Product chemistry and the draft label deficiencies are easily 
corrected and we see no reason to discuss these during the 
teleconference. 

The s;~fety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements. Based on the EPA 
deficiency letter, these two studies may not fulfill the companion 
animal toxicity requirements; however, product performance issues only 
concern label statement claims, which are easily correctible by revising 
the product label. 

As for the toxicology deficiencies, the requested citation concerning 
dermal irritation will be submitted to the EPA in its entirety 
(approximately 84 pages) with an introduction indic;~ting where the 
specific information is located in this review article. In addition, we 

1'111~1'11\11\ 
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are prepared to discuss additional rationales for requesting data 
waivers for the developmental toxicity and the in vitro mammalian cell 
assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity 
data requirements for dogs, cats and humans. Please feel free to 
contact me or Matt if you have further questions in advance of our call 
and we would appreciate confirmation once the conference call time is 
firmed up. 

Thanks very much for fitting this in during a very busy time of the 
year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December C9, 2e1e S:le PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter 
for RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable. 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to i2:30 PM or Tuesday December 14, 11:00 am to 
12''00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESUL TIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
The original deficiency letter went out to you in the mail today. 

Please let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/8P8 (7S11P) U.s. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
Washington, OC 20004 

Tel: 703 308-03S2 

Page 3 of6 
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Fax 733 338-7026 
Email: greene. cheryl@epa .gov 

Susan: l just left a very detailed message with Matt. l would like 
your telephone number. At any rate, we can not accommodate a face to 
face meeting at anytime next week due to juggling schedules and previous 
commitments. However, my voice message to Matt was that we could 
entertain a conf call with all key players. l would like to do this 
preferably on Monday. 1 am available most of the morning and most of 
Tuesday. Wed -Friday are not options for me. l asked Matt that you 
forward a detailed list of topics for discussion. I am assuming that 
you really want to discuss product performance. Please let me know, we 
would be happy to provide further guidance as to how to move forward. 
Also, we recognize that the PR!A2 due date falls on a holiday (the 
24th). 
This essentially means that we will need to wrap this up with regard to 
a renegotiation days prior to that. Please work with Cheryl Greene and 
forward your telephone number. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide 
Programs (7511P) U.S. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 
hollis.linda@epa.gov 
(703) 308~8733 (phone) 
(703) 308-7026 (fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1000 miles begins with one step ..... Take the step" 

From: "Susan Phillips" cSPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA, ''Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: Linda Hollis/DC/USEPA/US@EPA 

Date: 12/09/2010 03:55 PM 

Subject: RE: Request for meeting with BPPD to discuss deficiency 
letter for RESULT!X -- EPA Reg. No. 86865-R 

Thanks very much for your prompt response. 

Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 3:19PM 
To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with 8PPD to discuss deficiency letter for 
RESUl TIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Page 4 of 6 
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This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks, I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantime, let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of 
Pesticide Programs, BPPD/BPB (7511P) U.S. Environmental Protection 
Agency 1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene. cheryl@epa. gov 

Re: Product: RESULTIX 

EPA Registration n 86865-R 

Your December 3, 2009 application for Section 3 Registration 

PRIAII Code 8600 EPA Decision # 424225 

Good Morning Cheryl, 

I am writing to you in response to your December 3 email to my colleague 
Susan Phillips containing a draft of a the deficiency letter pertaining 
to the above captioned matter. As you know, the draft letter states 
that if the PRIA 2 deadline is not renegotiated by December 17, 2010, 
EPA will issue a can not grant letter. While we have not yet received a 
final deficiency letter, we see that the timeframe available to take 
action before December 17 is very short and so we very much appreciate 
your forwarding the draft. Dn the assumption that the final deficiency 
letter will be similar or identical to the draft, we need to move 
quickly. Accordingly, on behalf of our client, Piedmont Animal Health, 
we urgently and respectfully request a meeting to discuss the issues 
raised in the letter to clarify certain matters and hopefully reach 
agreement on a new PRIA 2 deadline in advance of December 17. In order 
for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping 
that you would be able to schedule a meeting for Wednesday, December 
15. I recognize this is short notice however, we only received the 
draft notice 14 days in advance of the deadline. We will make ourselves 
available any time on December 15 at your convenience. We very much 
appreciate whatever you can do to arrange the meeting at which Dr. 
Palma, Susan Phillips and I will be in attendance on behalf of Piedmont 
Animal Health. 

Best regards, 

Matt 

file://C:\Documents and Settings\cgreenel \Local Settings\ Temp\notesFCBCEE\-web369 ... 
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MATTHEW R. SCHNEIDER 

Owner and Managing Director D.C. and NY Offices 2112.96$.7880 x 1787 
Tel I 202.965.1729 Fax I mschneider@gsbhw.com 

GARVEY SCHUBERT BARER I 5th Floor 10e0 Potomac Street NW 
Washington, DC 20007 I 1- GSBLaw.com 

Unless expressly stated otherwise, any federal tax advice contained in 
this communication (including attachments) is not intended to be used, 
and cannot be used, for the purpose of avoiding federal tax penalties. 

This e-mail is for the sole use of the intended recipient(s). It 
contains information that is confidential and/or legally privileged. If 
you believe that it has been sent to you in error, please notify the 
sender by reply e-mail and delete the message. Any disclosure, copying, 
distribution or use of this information by someone other than the 
intended recipient is prohibited. 

Page 6 of 6 
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RE: Request for meeting with BPPD to discuss deficiency letter for RESUL TIX 
--EPA Reg. No. 86865-R [J 
Cheryl Greene to: Susan Phillips t2ft0/2010 12:06 PM 
Cc: Linda Hollis, Angela Gonzales, Clara Fuentes, Jacob Moore 

Hi Susan: 

Thanks for your response. A meeting time of 11:00 am to 12:00 noon on Tuesday, December 14, 2010 
works for us. If the three of you will be ca/llng in from the same number the call ~in number is 703 
305-0123 repeat 703 305-0123. If you will be calling from separate numbers, please Jet me know as soon 
as you can so that I can get a multiple-line call in number for the meeting. Also, thanks for the agenda 
information. I will get it out to the folks here ASAP. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

"Susan Phillips" Thanks for your prompt reply. A teleconference ... 

From: 
To: 

"Susan Phillips" <SPhillips@gsblaw.com> 
Cheryl Greene/DC/USEPAIUS@EPA 

1211012010 07:02:58 AM 

Cc: 
Date: 

"Matt Schneider" <MSchneider@gsblaw.com>, Linda Ho!lis/DC/USEPAIUS@EPA 
12/10/2010 07:02AM 

Subject: RE: Request for meeting with BPPD to discuss deficiency letter for RESUL TIX ~EPA Reg. No. 
86865-R 

Thanks for your prompt reply. A teleconference on Tuesday from 11-12 is the 
best for us. I will be at GSB on Tuesday for this telcon and therefore Matt's 
number can be used for this purpose (202 298 1787). We can add Dr. Palma to 
the call from our end. If you need to contact me before Tuesday, my home 
number is . 

As for the agenda on Tuesday, the major issues are toxicology and the two 
safety and efficacy studies in cats and dogs (MRID 479253-17 and -18). 
Product chemistry and the draft label deficiencies are easily corrected and we 
see no reason to discuss these during the teleconference. 

The safety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements. Based on the EPA 
deficiency letter, these two studies may not fulfill the companion animal 
toxicity requirements; however, product performance issues only concern label 
statement claims, which are easily correctible by revising the product label. 

As for the toxicology deficiencies, the requested citation concerning dermal 
irritation will be submitted to the EPA in its entirety {approximately 84 
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pages) with an introduction indicating where the specific information is 
located in this review article. In addtion, we are prepared to discuss 
additional rationales for requesting data waivers for the developmental 
toxicity and the in vitro mammalian cell assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity data 
requirements for dogs, cats and humans. Please feel free to contact me or 
Matt if you have further questions in advance of our call and we would 
appreciate confirmation once the conference call time is firmed up. 

Thanks very much for fitting this in during a very busy time of the year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 5:10 PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see Linda Hollis's email below. Since Linda is not available 
next weed for a face-to face meeting, our next best option is a 
conference call. I'm working on pulling that together now. Please 
verify with your people that a conference call is acceptable. 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
The original deficiency letter went out to you in the mail today. 

Please let me know if you have questions or need ~ore information. 

Regards, 
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Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of Pesticide 
Programs, BPPD/BPB (7511P) u.S. Environmental Protection Agency 1200 
Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Susan: I just left a very detailed message with Matt. I would like your 
telephone number. At any rate, we can not accommodate a face to face meeting 
at anytime next week due to juggling schedules and previous committments. 
However, my voice message to Matt was that we could entertain a conf call with 
all key players. I would like to do this preferably on Monday. I am 
available most of the morning and most of Tuesday. Wed - Friday are not 
options for me. I asked Matt that you forward a detailed list of topics for 
discussion. I am assuming that you really want to discuss product 
performance. Please let me know, we would be happy to provide further 
guidance as to how to move forward. 
Also, we recognize that the pria due date falls on a holiday {the 24th) . 
This essentially means that we will need to wrap this up with regard to a 
renegotiation days prior to that. Please work with Cheryl Greene and forward 
your telephone number. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide Programs 
{7511P) U.S. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 
hollis.linda@epa.gov 
{703) 308-8733 {phone) 
{703) 308-7026 {fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1000 miles begins with one step ..... Take the step" 

From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA, "Matt Schneider" 
<MSchneider@gsbla\11. com> 

Cc: Linda Hollis/DC/USEPA/US@EPA 

Date: 12/09/2010 03:55PM 
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Subject: 
for RESULTIX 

RE: Request for meeting with BPPD to discuss deficiency letter 
-- EPA Reg. No. 86865-R 

Thanks very much for your prompt response. 

Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 3:19 PM 
To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks, I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
meantime, let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of Pesticide 
Programs, BPPD/BPB (7511P) U.S. Environmental Protection Agency 1200 
Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Your December 3, 2009 application for Section 3 Registration 

PRIAII Code B600 EPA Decision # 424225 
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Good Morning Cheryl, 

I am writing to you in response to your December 3 email to my colleague Susan 
Phillips containing a draft of a the deficiency letter pertaining to the above 
captioned matter. As you know, the draft letter states that if the PRIA 2 
deadline is not renegotiated by December 17, 2010, EPA will issue a can not 
grant letter. While we have not yet received a final deficiency letter, we 
see that the timeframe available to take action before December 17 is very 
short and so we very much appreciate your forwarding the draft. On the 
assumption that the final deficiency letter will be similar or identical to 
the draft, we need to move quickly. Accordingly, on behalf of our client, 
Piedmont Animal Health, we urgently and respectfully request a meeting to 
discuss the issues raised in the letter to clarify certain matters and 
hopefully reach agreement on a new PRIA 2 deadline in advance of December 17. 
In order for our client, Dr. Kathleen G. Palma, vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping that 
you would be able to schedule a meeting for Wednesday, December 15. I 
recognize this is short notice however, we only received the draft notice 14 
days in advance of the deadline. We will make ourselves available any time on 
December 15 at your convenience. We very much appreciate whatever you can do 
to arrange the meeting at which Dr. 
Palma, Susan Phillips and I will be in attendance on behalf of Piedmont Animal 
Health. 

Best regards, 

Matt 

MATTHEW R. SCHNEIDER 

owner and Managing Director 
Tel I 202.965.1729 Fax I 

D.C. and NY Offices I 
mschneider@gsblaw.com 

202.965.7880 X 1787 

GARVEY SCHUBERT BARER 5th Floor 1000 Potomac Street NW I Washington, 
DC 20007 I ~ GSBLaw.com 

Unless expressly stated otherwise, any federal tax advice contained in this 
communication (including attachments) is not intended to be used, and cannot 
be used, for the purpose of avoiding federal tax penalties. 

This e-mail is for the sole use of the intended recipient(s). It contains 
information that is confidential and/or legally privileged. If you believe 
that it has been sent to you in error, please notify the sender by reply 
e-mail and delete the message. Any disclosure, copying, distribution or use of 
this information by someone other than the intended recipient is prohibited. 
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Deficiency Letter re RESULTIX --EPA Reg. No. 86865-R- Request for Meeting 
Matt Schneider 
to: 
Cheryl Greene 
12/09/2010 11:31 AM 
Cc: 
"Susan Phillips", "Kathy Palma", "Matt Schneider" 
Show Details 

Re: Product: RESULTIX 
EPA Registration # 86865-R 

Your December 3, 2009 application for Section 3 Registration 
PRIAII Code 8600 EPA Decision # 424225 

Good Morning Cheryl, 

Page 1 of 1 

I am writing to you in response to your December 3 email to my colleague Susan Phillips containing a 
draft of a the deficiency letter pertaining to the above captioned matter. As you know, the draft 
letter states that if the PRIA 2 deadline is not renegotiated by December 17, 2010, EPA will issue a 
can not grant letter. While we have not yet received a final deficlency letter, we see that the 
timeframe available to take action before December 17 is very short and so we very much appreciate 
your forwarding the draft. On the assumption that the final deficiency letter will be similar or 
identical to the draft, we need to move quickly. Accordingly, on behalf of our client, Piedmont Animal 
Health, we urgently and respectfully request a meeting to discuss the issues raised in the letter to 
clarify certain matters and hopefully reach agreement on a new PRIA 2 deadline in advance of 
December 17. In order for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping that you would be able 
to schedule a meeting for Wednesday, December 15. I recognize this is short notice however, we 
only received the draft notice 14 days in advance of the deadline. We will make ourselves available 
any time on December 15 at your convenience. We very much appreciate whatever you can do to 
arrange the meeting at which Dr. Palma, Susan Phillips and I will be in attendance on behalf of 
Piedmont Animal Health. 

Best regards, 

Matt 

MATTHEW R. SCHNEIDER 

Owner and Managing Director D.C. and NY Offices I 202.965.7880 x 1787 Tel 1 202.965. t729 Fax 1 mschneider@gsblaw.com 

GARVEY SCHUBERT BARER I 5ih Floor I 1000 Po!Omac S!reel NW I Washinglon. DC 20007 I 
Ia> G_S_B.L.a.w,_c_om 

Unless expressly stated olherwise, any federal tax advice conlained in !his communicaJion (including anachmenls) is no! inlended Ia be 
used, and canna! be used, for !he purpose of avoiding federal tax penal!ies. 

This e-mail is for !he sole use of the inlended reciplenl(s). It contains information !hal is confidenllal andfor legally privileged. If you 
believe thai it has been sent lo you in error, please nolify !he sender by reply e-mail and delete the message. Any disclosure, copying, 
dislribution or use of !his informaJion by someone olher !han !he intended recipienJ is prohibi!ed. 
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UNITED S',,,,rES ENVIRONMENTAL PROTECTl } AGENCY 

December 9, 2010 

Susan Phillips, Science Advisor 
Authorized Representative for Piedmont Animal Health LLC 

Garvey Schubert Barer 
Fifth Floor 
Flour Mill Building 
1000 Potomac Street, N .W. 
Washington D.C. 2007-3501 

Subject: Product: RESULTIX 
EPA Registration# 86865-R 
Your December 3, 2009 application for Section 3 Registration 
PRIAII Code B600 EPA Decision# 424225 

CONTAINS CONFIDENTIAL !NFORMA TION 

Dear Ms. Phillips: 

The Biopesticide and Pollution Prevention Division (BPPD) has received and reviewed the application 
referenced above which was, submitted in connection with an application for registration of a new product 
under section 3(c)(7)A of the Federal Insecticide, Fungicide and Rodenticide Act (F!FRA), as amended, and the 
Pesticide Registration Improvement Act (PRIA IT). 

Piedmont Animal Health LLC (Piedmont) has submitted an application for registration of an end-us·~. spot-on 
product named Resultix, which contains 50% of a new active ingredient, isopropyl myristate, to kill ticks on 
dogs and cats. RESULTJX is formulated as a contact product that kills ticks on dogs and cats by dissolving the 
cuticle of the tick which causes death by desiccation. 

Based on our review. the Agency has concluded that the referenced application is deficient and not 
acceptable, at this time. This conclusion is based on the deficiencies identified below. These defici.~cies must 
be successfully addressed before the Agency can proceed with the review of your application and issue a 
registration decision for the proposed product. 

Product Chemistry 

The product chemistry data submission (MRIDs 479253-01 to 479253-08) is unacceptable as noted below 
and must be successfully addressed. 

:UWIKU 

1. Piedmont submitted two Confidential Statements of Formula (CSF) in support of the referenced 
application. Both CSFs are dated 12102/09. 

~=_:_:,_r9_,2_Mo-L-----L----~--~------L'---L' ---L'--
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UNITED STAi_ :i ENVIRONMENTAL PROTECTION· 3ENCY 

a. The following deficiencies apply to the CSF submitted for the technical grade active ingredient 
(TGAI)  (Isopropyl Myristate): 

1. Column 10 - The CAS number for  must be corrected from 
'. 

ii. Column 14 - The certified limits for isopropyl myristate and its related impurties are 
inconsistent with the certified limits presented in the preliminary analysis (MRID 
479253-02) for the TGAI. Piedmont must correct the CSF for the TGAI to rellect the 
certified limits presented in the preliminary analysis. 

111. Column 14(a)- The upper certified limit of isopropyl myristate cannot exceed 100%. 
Piedmont must revise the CSF such that the certified upper limit for isopropyl myristate is 
equal to or less than 100%. Alternately, Piedmont can submit an acceptable rationale for 
the percentage (102.9) noted on the CSF. 

b. The following deficiencies apply to the CSF for the end-use product (RESULTIX). 

1. Column 13(b)- The nominal concentration of the active ingredient (isopropyl myristate) 
must match the label, which currently reads 50.0%. Piedmont must revise the nominal 
concentration of isopropyl myristate on the CSF to read 50.0%. 

ii. Column 10- The source of the active ingredient is not noted on the CSF. Piedmont must 
list the source of  Isopropyl Myristate,  alongside the name of 
the active ingredient (isopropyl myristate). 

2. The physical and chemical characteristics data/information submitted to support the proposed product is 
acceptable. No additional data are required. 

Product Performance/Efficacy 

The product performance/efficacy submission (MRID 47925317, MRID 479253-18) is unacceptable and 
must be successfully addressed as noted below before the Agency can proceed with its review of your 
application. 

MRID 479253-17 -Pivotal Study to Detennine Safety and Efficacy oflsopropyl Myristate Tick Spray 
against Rhipicephalus sanguineus and Dermacentor variabilis on Dogs. 

:uuutas 

1. The amount of product applied to each dog was not reported. Companion Animal Safety Guideline 
(OCSPP 870.7200) recommends that animals be treated with 1, 3 and 5 times the recommended dose. In 
the submitted study only one dose (2 sprays) was applied to each animal. Based on labeling instructions 
for RESULTIX and the proposed use pattern, the amount of product applied to each dog wi[ vary 
depending on the number of ticks found on the dogs. As such, the study fails to investigate the effect 

reene 
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UNITED si" __ rES ENVIRONMENTAL PROTECTl _; AGENCY 

that increased doses of the proposed product will have on the health of dogs treated. Dataiinformation 
demonstrating the effect of increased doses of the proposed product on dogs must be submined before 
the Agency can proceed with its review. 

2. The submitted label for the proposed product states that RESULTIX "starts killing ticks in seconds." 
Since the submitted data shows that death only occurs six 6 hours after treatment, the statem~nt "starts 
killing ticks in seconds" is false and misleading because the user is not informed that it will take the 
treated ticks six (6) hours to actually die. Therefore, Piedmont must either submit new data 1hat 
validates the claim that the product kills ticks in seconds or remove the statement from the product label 
or add language to the label that fully explains the time it will take a tick to die once it is treated. 

3. The submitted label claims 100% efficacy. However, the submitted data records efficacy at :.ess than 
100%. The Agency therefore views the state 100% efficacy as false and misleading. Piedmont must 
either submit new data/information that validates the claim that RESUL TIX is 100% efficacious or 
remove the statement from the product label. 

4. The submitted data did not contain a discussion of food consumption and body weight of the test 
animals. As described in OCSPP Guideline 870.7200 (pages 6.and 7) data from Companion animal 
Safety studies should include the test animal(s) individual body weights (measured at specific intervals 
throughout the study) and the measures of individual food consumption of test animals on a daily basis. 
These data are critical markers of the health of the test animals and of the effect of the produ<:t on the 
anirnal(s). This information must be submitted before the Agency can proceed with its review. 

5. The Agency's review has determined that the submitted data/information is missing certain individual 
data parameters for hematology and clinical chemistry analysis. Specifically, the following 
hematological parameters were not reported: platelet count, blood clotting measurements 
(thromboplastin time, fibrinogen, and prothrombin time), reticulocyte count, mean corpuscular HGB 
(MCH), and MCH concentration (MCHC). This information must be submitted before the Agency can 
proceed with its review. 

6. The Agency's review has determined that some clinical pathology values [CK (U/L: GGT (U/L); 
Cholesterol (mgldL); Total C02 (MeQ/1); Chloride (mEq/L), and Potassium (mEq/L)] were outside of 
the reference range prior to treatment Based on these values, the Agency questions whether the dogs in 
the study were healthy prior to and during the study (Refer to MRID 479253-17 page 16, Table 2, 
Summary Clinical Chemistry Data). Piedmont must submit data/information that successfully 
demonstrates the health of the studied animial(s) before the Agency can proceed with its review. 

MRID 479253-18 -Pivotal Study to Determine Safety and Efficacy oflsopropyl Myristate Tick Spray 
against Rhipicephalus sanuineus and Dermacentor variabilis on Cats. 

1. The amount of product applied to each cat was not reported. Companion Animal Safety Guideline 
OCSPP 870.7200 recommends that animals be treated with 1, 3 and 5 times the recommend::d dose. In 

rp reene 
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UNITED STA~ J ENVIRONMENTAL PROTECTION ~ENCY 
the submitted study only one dose (2 sprays) was applied to each animal. Based on labeling instructions 
and the proposed use pattern, the amount of product applied to each cat will vary depending -:m the 
number of ticks found on the cats. As such, the study fails to investigate the effect that increased doses 
of the proposed product will have on the health of cats treated. Data/information demonstrating the 
effect of increased doses of the proposed product on cats must be submitted before the Agenr:::y can 
proceed with its review. 

2. The submitted data did not contain a discussion of food consumption and body weight of the test 
animals. As described in OCSPP Guideline 870.7200 (pages 6.and 7) data from Companion animal 
Safety studies should include the test animal(s) individual body weights (measured at specifk intervals 
throughout the study) and the measures of individual food consumption of test animals on a daily basis. 
These data are critical markers of the health of the test animals and of the effect of the produr;t on the 
animal(s). This information must be submitted before the Agency can proceed with its review. 

3. The submitted label for the proposed product states that RESULTIX "starts killing ticks in s~~conds." 
Since the submitted data shows that death only occurs six 6 hours after treatment, the statem~nt "starts 
killing ticks in seconds" is false and misleading because the user is not informed that it will take the 
treated ticks six (6) hours to actually die. Therefore, Piedmont must either submit new data that 
validates the claim that the product kills ticks in seconds or remove the statement from the product label 
or add language to the label that fully explains the time it will take a tick to die once it is treated. 

4. The submitted label claims 100% efficacy. However, the submitted data records efficacy at less than 
100%. The Agency therefore views the statement 100% efficacy as false and misleading. Piedmont 
must either submit new data/information validating the claim that RESULTIX is 100% efficacious or 
remove the statement from the product label. 

5. The Agency's review has determined that individual data parameters for hematology and clinical 
chemistry analysis is missing fro the submitted data package. Specifically, the following hematological 
parameters were not reported: platelet count, blood clotting measurements (thromboplastin time, 
fibrinogen, and prothrombin time), reticulocyte count, mean corpuscular HGB (MCH), and MCH 
concentration (MCHC). 

7. Some of the clinical pathology values [Alk Phos (UIL); CK(UIL); GGT (UIL); UN (mgldL), and 
phosphorous (mg/d.L)] were outside of the reference range prior to treatment, which leads to the question 
of whether the cats in the study were healthy prior to and during the study (Refer to page 15, Table 2, 
Summary Clinical Chemistry Data; Pre and Post Treatment in MRID 479253-18). Piedmont must 
submit data/information that successfully demonstrates the health of the studied animial(s) br!fore the 
Agency can proceed with its review. 

Toxicology 

HIRIIIUS 

Data submitted to address toxicology is deficient and unacceptable. The deficiencies identi1ied below 
must be successfully addressed before the Agency can proceed with its review of the referenced 
application. The deficiencies are: 

rp 
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UNITED S ... rES ENVIRONMENTAL PROTECT: .J AGENCY 

The foUowing deficiencies apply to the active ingredient (isopropyl myristate) 

a. Regarding the dermal irritation data requirement (OCSPP 870.2500)- The referenced 1997 study 
from RTECS that indicates that the active ingredient is mildly irritating was not included in your 
application (Refer to MRID 47925309). The Agency cannot make a determination on the data 
submitted for dermal irritation until a review of the RTECS study has been reviewed. Piedmont 
must submit this study before the Agency can proceed. 

b. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell assay (OCSPP 
870.5300 and 870.5375) data requirements -The data/rationale submitted to fulfill these data 
requirements is insufficient. Piedmont states that significant occupational exposure is not 
expected because application is often seasonal. However, this rationale fails to consider that 
applications may occur more often in warmer climates where ticks may be prevalent year-round. 
Moreover, based on the available information, significant exposure to isopropyl myristate may 
occur in an occupational setting (e.g.: veterinary office, grooming salon) through use of the 
proposed product. The data/information submitted to satisfy occupational exposure a:.so does not 
address either of these exposure scenarios. Piedmont must submit data/information bat 
addresses both of these exposure scenarios before the Agency can proceed with its review .. 

The following deficiency applies to the end~use product(RESULTIX) 

c. The test substance utilized in the submitted studies is interchangeably referenced by different 
names, including "Resultix Tick Spray", "Pediculocide 100", "Piedmont Pediculocide 1" and 
"Piedmont Pediculocide 2". Piedmont must submit data/information verifying that tb.e test 
substance(s) referred to in the studies is identical to the proposed product, "RESULTIX". 

Ecotoxicology 

The Agency has evaluated the potential for toxicity of the compound isopropyl myristate to aquatic :md 
terrestrial ecosystems and concludes that the potential for exposure to the environment is insignificant or 
unlikely. RESULTIXTM is applied to dogs and cats as a spot treatment to kill ticks and is not expected to impact 
nontarget species becau.~e of limited exposure (indoor settings). Isopropyl myristate is used in cosmetic and 
topical medicinal preparations where good absorption through the skin is desired.  

 
 

 
 However, the Agency concludes that under the proposed use pattern, 

RESULTIX should not enter the environment in a quantity or concentration that constitutes a danger to 
ecosystems. Rationales submitted by Piedmont have provided sufficient information to support waivers for 
Aquatic Invertebrate Acute Toxicity, Freshwater Fish Acute Toxicity, Avian Acute Oral Toxicity, Avian Dietary 
Toxicity, Seedling Emergence Tier I, Vegetative Vigor Tier I, and Nontarget Insect Testing for RES ULTIX and 
the draft product label contains adequate environmental hazard language to mitigate potential toxicity to aquatic 

IIRRIICES 

I I I reene 

ecember 9, 2010 

Page 5 Of 
rm 1320·1At1190) OFFICIAL FlL!O COPY 217

*Inert ingredient information may be entitled to confidential treatment*

*Inert ingredient inform
ation m

ay be entitled to confidential treatm
ent*



UNITED STAc~S ENVIRONMENTAL PROTECTIOh AGENCY 
organisms and to prevent accidental release to aquatic environments and water bodies. No additional data are 
required at this time. 

Product Label Deficiencies 

The Agency considers the above deficiencies to be gross and therefore has deferred review of the submitted 
proposed product label until the deficiencies described in this document have been successfully addressed. Once 
all deficiencies have been resolved, the Agency will proceed with a thorough review of the proposed label. 

As stated above the Agency cannot advance this application until Piedmont acceptably addresses the 
deficiencies described in this letter. Your application as submitted under the,Pesticide Registration 
Improvement Act (PRIAm guaranteed you a regulatory decision for the action category B600 of twelve (12) 
months; and a decision due date of December 24, 2010. By regulation, the Agency is obligated to give 
Piedmont 75 days (40 CPR§ 152.105) in which to address the deficiencies identified above. However, the PRIA 
decision date (December 24, 2010) precedes the 75 day date (February 16, 2010). 

If Piedmont chooses to address the deficiencies and proceed with its application, the Agency must renegotiate 
the PRIA 2 due date to allow time for Piedmont to submit new data/information and for the Agency to review 
any new submission and render a regulatory decision. Based on the deficiencies outlined in this letter, the 
Agency will require seven and one-half (7 Y2) months from the date of receipt of your response to this letter to 
review any newly submitted information and make a regulatory decision. If Piedmont chooses to renegotiate the 
PRIA 2 due date for this action a renegotiation agreem!!nt between Piedmont and the Agency must be confirmed 
by December 17,2010. If renegotiation of the PRIA 2 due date for this action does not occur by December 17, 
2010 the Agency will issue a can not grant letter under PRIA 2. If the Agency does issue a letter stating it 
cannot grant your application under PRIA 2 and Piedmont submits the required information within '7 5 days from 
the date of this letter, the Agency will continue to work on the referenced application but it will not be subject 
to the PRIA time frame. Alternatively, Piedmont may withdraw the application and resubmit it after all 
deficiencies have been satisfactorily addressed 

If you have questions or need additional information, you may contact Regulatory Action Leader Cheryl Greene, 
at (703) 308-0353 or by email at greene.cheryl @epa.Qov 

CURIUNUS 

reene 
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Sincerely, 

Lz~ 
Linda Hollis, Chief 
Biochemical Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 P) 
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UNlTED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHiNGTON, D.C. 20460 

DEC 092010 
St·,s:m PhiEips, Science Advisor 

Authorized Representative for Piedmont Animal Health LLC 
Gcrrvey Schubert Barer 
Fifth Floor 
Fbm Mill Building 
!COO Potomac Street, N.W. 
Wa,.hington D.C. 2007-3501 

St:bject: Product: RESULTIX 
EPA Registration# 86865-R 
Your December 3, 2009 application for Section 3 Registration 
PRIAII Code B600 EPA Decision# 424225 
PRLA. II Due Date: December 24, 2010 

Dear Ms. Ph:illips: 

OFFICE OF 
PREVENT:Q.'<, PESTICIDES AND 

TOXIC SUBSTANCES 

Tbe Biopesticide and Pollution Prevention Division (BPPD) has received and reviewed the 
applicat~on rderenced above which was, submitted in connection with an application for 
regi:;tration of a new product under section 3 ( c )(7)A of the Federal Insecticide, Fungicide ac.d 
Rodenticide Act (FIFRA), as amended, and the Pesticide Registration Improvement Act (PRIA 
II). 

Pi;:dmont Admal Health LLC (Piedmont) has submitted an application for registration of an 
end-use, spot~on product named Resultix, which contains 50% of a new active ingredient, 
isHpropyl m)'Tistate, to kill ticks on dogs and cats. RESULTIX is formulated as a contact p:~oduct 
that kills ticks on dogs and cats by dissolving the cuticle of the tick which causes death by 
desi.::cation. 

B<::sed on our review, the Agency has concluded that the referenced application is deficient and 
net .acceptable, at this time. This conclusion is based on the deficiencies identified below. 
TILe!te deficiencies must be successfully addressed before the Agency can proceed with the 
re•1iew of yom application and issue a registration decision for the proposed produ.::t. 

Pr _odu<Ct Ciu;:-rnistrv 

The product chemistry data submission CMRIDs 479253~01 to 479253~08) is unaccepta;ble 
as noted below and must be successfully addressed. 

'·· Piedmont submitted two Confidential Statements of Formula (CSF) in support of tbt~ 
referenced application. Both CSFs are dated 12/02/09. 
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a. The following deficiencies apply to the CSF submitted for the technical grade 
active ingredient (TGAI)  (Isopropyl Myristate): 

L Column 10- The CAS number for  must be corrected from 
 

11. Column 14- The certified limits for isopropyl myristate and its related 
impurities are inconsistent with the certified limits presented in the 
preliminary analysis (MRID 479253-02) for the TGAI. Piedmont must 
correct the CSF for the TGAI to reflect the certified limits presented in the 
preliminary analysis. 

111. Column 14(a)- The upper certified limit of isopropyl myristate cannot 
exceed 100%. Piedmont must revise the CSF such that the certified upper 
limit for isopropyl myristate is equal to or less than 100%. Alternately, 
Piedmont can submit an acceptable rationale for the percentage (102.9) 
noted on the CSF. 

b. The following deficiencies apply to the CSF for the end-use product 
(RESULTIX). 

1. Column 13(b) -The nominal concentration of the active ingredient 
(isopropyl myristate) must match the label, which currently reads 50.0%. 
Piedmont must revise the nominal concentration of isopropyl myristate on 
the CSF to read 50.0%. 

ii. Column 10 - The source of the active ingredient is not noted on the CSF. 
Piedmont must list the source of  Isopropyl Myristate, 

 alongside the name of the active ingredient (isopropyl myristate). 

2,. The physical and chemical characteristics data/information submitted to support the 
proposed product is acceptable. No additional data are required. 

Product Performance/Efficacy 

Tbe product performance/efficacy submission (MRID 47925317, MRID 479253-18) is 
unac:ceptable and must be successfully addressed as noted below before the Agency can 
pwceed with its review of your application. 

l\llDRJ D 479253-17 - Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate 
Tiek SpraJ against Rhipicephalus sanguineus and Dermacentor variabilis on Dogs. 

1. The a:nount of product applied to each dog was not reported. Companion Animal Safety 
Guideline (OCSPP 870.7200) recommends that animals be treated with 1, 3 and 5 times 
the recommended dose. In the submitted study only one dose (2 sprays) was applied to 
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each animal. Based on labeling instructions for RESULTIX and the proposed use pattern, 
the ammmt of product applied to each dog will vary depending on the number of ticks 
found on the dogs. As such, the study fails to investigate the effect that increased doses 
of the proposed product will have on the health of dogs treated. Data/information 
demonstrating the effect of increased doses of the proposed product on dogs must be 
submitted before the Agency can proceed with its review. 

2. The nbmitted label for the proposed product states that RESULTIX "starts killing ticks 
in seconds." Since the submitted data shows that death only occurs six 6 hours after 
treatment, the statement "starts killing ticks in seconds" is false and misleading because 
the user is not informed that it will take the treated ticks six (6) hours to actually die. 
Therefore, Piedmont must either submit new data that validates the claim that the product 
kills ticks in seconds or remove the statement from the product label or add language to 
the Rajel that fully explains the time it will take a tick to die once it is treated. 

3. The wbmitted label claims 100% efficacy. However, the submitted data records efficacy 
at less than 100%. The Agency therefore views the state 100% efficacy as false and 
misleading. Piedmont must either submit new data/information that validates the claim 
that RESULTIX is 100% efficacious or remove the statement from the product label. 

i\. The submitted data did not contain a discussion of food consumption and body weight of 
the test animals. As described in OCSPP Guideline 870.7200 (pages 6.and 7) data. from 
Companion animal Safety studies should include the test animal(s) individual body 
weights (measured at specific intervals throughout the study) and the measures of 
individual food consumption of test animals on a daily basis. These data are critical 
markers of the health of the test animals and of the effect of the product on the animal(s). 
This information must be submitted before the Agency can proceed with its review. 

::. The Agency's review has determined that the submitted data/information is missing 
certain individual data parameters for hematology and clinical chemistry analysis. 
Specifically, the following hematological parameters were not reported: platelet count, 
blood clotting measurements (thromboplastin time, fibrinogen, and prothrombin time), 
reticulocyte count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 
This information must be submitted before the Agency can proceed with its review. 

~·. The Agency's review has determined that some clinical pathology values [CK (UIL; 
GGT (UIL); Cholesterol (mg/dL); Total C02 (MeQ/1); Chloride (mEq!L), and Potassium 
(mEq/L)] were outside of the reference range prior to treatment. Based on these values, 
the Agency questions whether the dogs in the study were healthy prior to and during the 
study (Refer to MRID 479253-17 page 16, Table 2, Summary Clinical Chemistry Data). 
Piedmont must submit data/information that successfully demonstrates the health of the 
studied animial(s) before the Agency can proceed with its review. 
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MRID 479~3-18 - Pivotal Study to Determine Safety and Efficacy of Isopropy I Myristate 
Tkk Spray against Rhipicephalus sanuineus and Dermacentor variabilis on Cats . 

.i'. The amount of product applied to each cat was not reported. Companion Animal Safety 
Guideline OCSPP 870.7200 recommends that animals be treated with 1, 3 and 5 times the 
recommended dose. In the submitted study only one dose (2 sprays) was applied to each 
animal. Based on labeling instructions and the proposed use pattern, the amount of 
product applied to each cat will vary depending on the number of ticks found on the cats. 
As such, the study fails to investigate the effect that increased doses of the proposed 
product will have on the health of cats treated. Data/information demonstrating the effect 
of increased doses of the proposed product on cats must be submitted before the Agency 
can p::oceed with its review. 

2. The Sllbmitted data did not contain a discussion of food consumption and body weight of 
the test animals. As described in OCSPP Guideline 870.7200 (pages 6.and 7) data from 
Companion animal Safety studies should include the test animal(s) individual body 
weights (measured at specific intervals throughout the study) and the measures of 
individual food consumption of test animals on a daily basis. These data are critical 
markf~rs of the health of the test animals and of the effect of the product on the animal(s). 
This information must be submitted before the Agency can proceed with its review. 

3. The submitted label for the proposed product states that RESULTIX "starts killing ticks 
in seconds." Since the submitted data shows that death only occurs six 6 hours after 
treatment, the statement ''starts killing ticks in seconds" is false and misleading because 
the user is not informed that it will take the treated ticks six (6) hours to actually die. 
Therefore, Piedmont must either submit new data that validates the claim that the product 
kills ticks in seconds or remove the statement from the product label or add language to 
the la·:~el that fully explains the time it will take a tick to die once it is treated. 

t;. The ~,ubmitted label claims 100% efficacy. However, the submitted data records efficacy 
at less than 100%. The Agency therefore views the statement 100% efficacy as false 
and misleading. Piedmont must either submit new data/information validating the claim 
that RESULTIX is 100% efficacious or remove the statement from the product label. 

S. The Agency's review has determined that individual data parameters for hematology and 
clinical chemistry analysis is missing fro the submitted data package. Specifically, the 
following hematological parameters were not reported: platelet count, blood clotting 
measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte 
count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 

;·. Some of the clinical pathology values [Alk Phos (U/L); CK(U/L); GOT (U/L); UN 
(mg/dL), and phosphorous (mg/dL)] were outside of the reference range prior to 
treatment, which leads to the question of whether the cats in the study were healthy prior 
to and during the study (Refer to page 15, Table 2, Summary Clinical Chemistry Data; 
Pre and Post Treatment in MRID 479253-18). Piedmont must submit data/information 
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that successfully demonstrates the health of the studied animial(s) before the Agency can 
proceed with its review. 

Certain data submitted to address toxicology are deficient and unacceptable. The 
deficiencies identified below must be successfully addressed before the Agency can 
proceed with its review of the referenced application. The deficiencies are: 

'!.'he following deficiencies apply to the active ingredient (isopropyl myristate} 

a. Regarding the dermal irritation data requirement (OCSPP 870.2500)- The 
referenced 1997 study from RTECS that indicates that the active ingredient is 
mildly irritating was not included in your application (Refer to MRID 47925309). 
The Agency cannot make a determination on the data submitted for dermal 
irritation until a review of the RTECS study has been reviewed. Piedmont must 
submit this study before the Agency can proceed. 

b. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell 
assay (OCSPP 870.5300 and 870.5375) data requirements- The data/rationale 
submitted to fulfill these data requirements is insufficient. Piedmont states that 
significant occupational exposure is not expected because application is often 
seasonal. However, this rationale fails to consider that applications may occur 
more often in warmer climates where ticks may be prevalent year~round. 
Moreover, based on the available information, significant exposure to isopropyl 
myristate may occur in an occupational setting (e.g.: veterinary office, grooming 
salon) through use of the proposed product. The data/information submitted to 
satisfy occupational exposure also does not address either of these exposure 
scenarios. Piedmont must submit data/information that addresses both of these 
exposure scenarios before the Agency can proceed with its review. 

The following deficiency applies to the end~use product(RESULTIX) 

c. The test substance utilized in the submitted studies is interchangeably referenced 
by different names, including "Resultix Tick Spray", "Pediculocide 100", 
"Piedmont Pedicuiocide 1" and "Piedmont Pediculocide 2". Piedmont must 
submit data/information verifying that the test substance(s) referred to in the 
studies is identical to the proposed product, "RESULTIX". 

Eco1oxicolo_gy 

The Agency has evaluated the potential for toxicity of the compound isopropyl myristate to 
aquatic and terrestrial ecosystems and concludes that the potential for exposure to the 
environment is insignificant or unlikely. RESULTlXTM is applied to dogs and cats as a spot 
tre:lt nent to kill ticks and is not expected to impact nontarget species because of limited 
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exposure (indoor settings). Isopropyl myristate is used in cosmetic and topical medicinal 
preparations where good absorption through the skin is desired.  

 
 

 
. However, the 

Agency concludes that under the proposed use pattern, RESULTIX should not enter the 
en\'i.ronment in a quantity or concentration that constitutes a danger to ecosystems. Rationales 
submitted by Piedmont have provided sufficient infonnation to support waivers for Aquatic 
Inve1tebrate Acute Toxicity, Freshwater Fish Acute Toxicity, Avian Acute Oral Toxicity, Avian 
Dietary Toxicity, Seedling Emergence Tier I, Vegetative Vigor Tier I, and Nontarget Insect 
Testing for RESULTIX and the draft product label contains adequate environmental hazard 
langnage to mitigate potential toxlcity to aquatic organi~ms and to prevent accidental release to 
aqua!ic environments and water bodies. No additional data are required at this time. 

Product La.bel Deficiencies 

The Agency considers the above deficiencies to be gross and therefore has deferred review of the 
sut.mitted prcposed product label until the deficiencies described in this document have been 
successfully addressed. Once all deficiencies have been resolved, the Agency will proceed with a 
thomugh review of the proposed label. 

As stated above the Agency cannot advance this application until Piedmont acceptably addresses 
the deficiencies. described in this letter. Your application as submitted under the Pesticide 
Registration Improvement Act (PRIA m guaranteed you a regulatory decision for the action 
cat·~f;ory B600 of twelve (12) months; and a decision due date of December 24, 2010. By 
regulation, th·~ Agency is obligated to give Piedmont 75 days (40 CFR § 152.105) in which to 
address the deficiencies identified above. However, the PRIA decision date (December 24, 2010) 
precc:des the 75 day date (February 16, 2010). 

If Piedmont chooses to address the deficiencies and proceed with its application, the Agency 
must renegotiate the PRIA 2 due date to allow time for Piedmont to submit new data/infonnation 
an(~ for the Agency to review any new submission and render a regulatory decision. Based on 
the deficiencies outlined in this letter, the Agency will require seven and one-half (7 Vz) months 
fro:11 the date of receipt of your response to this letter to review any newly submitted information 
an(i make a regulatory decision. If Piedmont chooses to renegotiate the PRIA 2 due date for this 
act:.on a renegotiation agreement between Piedmont and the Agency must be confinned by 
De.~ember 17, 2010. If renegotiation of the PRIA 2 due date for this action does not occur by 
De·~ember 17. 2010 the Agency will issue a can not grant letter under PRIA 2. If the Agency 
do~::s issue a letter stating it cannot grant your application under PRIA 2 and Piedmont submits 
the required information within 75 days from the date of this letter, the Agency will continue to 
work on the referenced application but it will not be subject to the PRIA time frame. 
Altematively, Piedmont may withdraw the application and resubmit it after all deficiencies have 
been satisfactorily addressed 
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If y:m have questions or need additional information, you may contact Regulatory Action Leader 
Ch~:ryl Greene, at (703) 308-0353 or by email at :?:recne.chervl@ep::uwv 

Sincerely, 

Linda Hollis, Chief 
Biochemical Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 
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RE: Request for meeting with BPPD to discuss deficiency letter for RESUL TIX 
--EPA Reg. No. 86865-R 
Susan Phillips to: Cheryl Greene 12/10/2010 07:02AM 
Cc: "Matt Schneider", Linda Hollis 

Histmy: This message has been replied to and f01warded . 

Thanks for your prompt reply. A teleconference on Tuesday from 11-12 is the 
best for us. I will be at GSB on Tuesday for this telcon and therefore Matt's 
number can be used for this purpose (202 298 1787). We can add Dr. Palma to 
the call from our end. If you need to contact me before Tuesday, my home 
number is . 

As for the agenda on Tuesday, the major issues are toxicology and the two 
safety and efficacy studies in cats and dogs (MRID 479253-17 and -18). 
Product chemistry and the draft label deficiencies are easily corrected and we 
see no reason to discuss these during the teleconference. 

The safety and efficacy studies were submitted to fulfill both product 
performance and companion animal toxicity requirements. Based on the EPA 
deficiency letter, these two studies may not fulfill the companion animal 
toxicity requirements; however, product performance issues only concern label 
statement claims, which are easily correctible by revising the product label. 

As for the toxicology deficiencies, the requested citation concerning dermal 
irritation will be submitted to the EPA in its entirety (approximately 84 
pages) with an introduction indicating where the specific information is 
located in this review article. In addtion, we are prepared to discuss 
additional rationales for requesting data waivers for the developmental 
toxicity and the in vitro mammalian cell assay data requirements. 

Consequently, the agenda for the teleconference only concern toxicity data 
requirements for dogs, cats and humans. Please feel free to contact me or 
Matt if you have further questions in advance of our call and we would 
appreciate confirmation once the conference call time is firmed up. 

Thanks very much for fitting this in during a very busy time of the year. 

Regards, 
Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov [mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 5:10 PM 
To: Susan Phillips 
Cc: Matt Schneider; Hollis.Linda@epamail.epa.gov 
Subject: RE: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

Please see 
next weed 
conference 

Linda 
for a 
call. 

Hollis's email below. Since Linda is not available 
face-to face meeting, our next best option is a 

I'm working on pulling that together now. Please 
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verify with your people that a conference call is acceptable. 
Also, please send me -- as soon as you possibly can -- a list 
containing the specific deficiencies/information Piedmont wishes to 
discuss or have clarified during the conference call. I need 
this list as soon as possible to ensure that I include the 
appropriate science folks on the call. At this point, I have 
identified two possible times for the call they are Monday, December 
13, from 11:30 am to 12:30 PM or Tuesday December 14, 11:00 am to 
12"00 noon. Please let me know which of these times best suite 
your people. 

Also , the attachment below contains a pdf copy of the signed 
deficiency letter for RESULTIX. As I explained in my email earlier 
this month, this signed letter does not deviate in any significant 
way from the draft copy I forwarded to you on December 3, 2010. 
The original deficiency letter went out to you in the mail today. 

Please let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of Pesticide 
Programs, BPPD/BPB (7511P} U.S. Environmental Protection Agency 1200 
Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Susan: I just left a very detailed message with Matt. I would like your 
telephone number. At any rate, we can not accommodate a face to face meeting 
at anytime next week due to juggling schedules and previous committments. 
However, my voice message to Matt was that we could entertain a conf call with 
all key players. I would like to do this preferably on Monday. I am 
available most of the morning and most of Tuesday. Wed - Friday are not 
options for me. I asked Matt that you forward a detailed list of topics for 
discussion. I am assuming that you really want to discuss product 
performance. Please let me know, we would be happy to provide further 
guidance as to how to move forward. 
Also, we recognize that the pria due date falls on a holiday (the 24th} . 
This essentially means that we will need to wrap this up with regard to a 
renegotiation days prior to that. Please work with Cheryl Greene and forward 
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your telephone number. 

Linda A. Hollis, MS 
Chief, Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division Office of Pesticide Programs 
(7511P) U.S. Environmental Protection Agency One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 
hollis.linda@epa.gov 
(703) 308-8733 (phone) 
(703) 308-7026 (fax) 
Visit http://www.epa.gov/pesticides 

"The journey of 1000 miles begins with one step ..... Take the step" 

From: "Susan Phillips" <SPhillips@gsblaw.com> 

To: Cheryl Greene/DC/USEPA/US@EPA, "Matt Schneider" 
<MSchneider@gsblaw.com> 

Cc: Linda Hollis/DC/USEPA/US@EPA 

Date: 12/09/2010 03:55 PM 

Subject: 
for RESULTIX 

RE: Request for meeting with BPPD to discuss deficiency letter 
-- EPA Reg. No. 86865-R 

Thanks very much for your prompt response. 

Susan 

-----Original Message-----
From: Greene.Cheryl@epamail.epa.gov 
mailto:Greene.Cheryl@epamail.epa.gov] 
Sent: Thursday, December 09, 2010 3:19 PM 
To: Susan Phillips; Matt Schneider 
Cc: Hollis.Linda@epamail.epa.gov 
Subject: Request for meeting with BPPD to discuss deficiency letter for 
RESULTIX -- EPA Reg. No. 86865-R 
Importance: High 

Hi Susan: 

This email is to acknowledge receipt of Matt's email requesting 
meeting with BPPD to discuss the deficiency letter for RESULTIX. 

for a 
I 

hope to discuss this with my Branch Chief either later today or early 
tomorrow. As soon as I know her availability and the availability of 
the associated science folks, I will get back to you to let you know if 
Wednesday the 15th is possible and if so the time. In the 
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meantime, let me know if you have questions or need more information. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances Office of Pesticide 
Programs, BPPD/BPB (7511P) U.S. Environmental Protection Agency 1200 
Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Re: Product: RESULTIX 

EPA Registration # 86865-R 

Your December 3, 2009 application for Section 3 Registration 

PRIAII Code B600 EPA Decision # 424225 

Good Morning Cheryl, 

I am writing to you in response to your December 3 email to my colleague Susan 
Phillips containing a draft of a the deficiency letter pertaining to the above 
captioned matter. As you know, the draft letter states that if the PRIA 2 
deadline is not renegotiated by December 17, 2010, EPA will issue a can not 
grant letter. While we have not yet received a final deficiency letter, we 
see that the timeframe available to take action before December 17 is very 
short and so we very much appreciate your forwarding the draft. On the 
assumption that the final deficiency letter will be similar or identical to 
the draft, we need to move quickly. Accordingly, on behalf of our client, 
Piedmont Animal Health, we urgently and respectfully request a meeting to 
discuss the issues raised in the letter to clarify certain matters and 
hopefully reach agreement on a new PRIA 2 deadline in advance of December 17. 
In order for our client, Dr. Kathleen G. Palma, Vice President of Research and 
Development, Piedmont Animal Health, to be in attendance we were hoping that 
you would be able to schedule a meeting for Wednesday, December 15. I 
recognize this is short notice however, we only received the draft notice 14 
days in advance of the deadline. We will make ourselves available any time on 
December 15 at your convenience. We very much appreciate whatever you can do 
to arrange the meeting at which Dr. 
Palma, Susan Phillips and I will be in attendance on behalf of Piedmont Animal 
Health. 

Best regards, 
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Matt 

MATTHEW R. SCHNEIDER 

Owner and Managing Director 
Tel I 202.965.1729 Fax I 

D.C. and NY Offices 
mschneider@gsblaw.com 

202.965.7880 X 1787 

GARVEY SCHUBERT BARER 5th Floor 1000 Potomac Street NW I Washington, 
DC 20007 I • GSBLaw.com 

Unless expressly stated otherwise, any federal tax advice contained in this 
communication (including attachments) is not intended to be used, and cannot 
be used, for the purpose of avoiding federal tax penalties. 

This e-mail is for the sole use of the intended recipient(s). It contains 
information that is confidential and/or legally privileged. If you believe 
that it has been sent to you in error, please notify the sender by reply 
e-mail and delete the message. Any disclosure, copying, distribution or use of 
this information by someone other than the intended recipient is prohibited. 
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Resultix Submission 
Kathy Palma 
to: 
Leonard Cole 
10/12/2010 04:48PM 
Cc: 
Cheryl Greene 
Show Details 

Mr. Cole, 

Page 1 of 1 

I received a phone call from Ms. Greene. Subsequently through Piedmont Animal Health's consultant received a 
thorough update on the status of our submission. Ms. Greene was very professional and informative with her 
update. Piedmont Animal Health greatly appreciates your support and Ms. Greene's efforts in managing this 
submission. Piedmont Animal Health looks forward to working with you both toward a successful registration. 

Gratefully, 
Kathy Palma 

file://C:\Documents and Settings\cgreenel\Local Settings\Temp\notesFCBCEE\-web031... 10/13/2010 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

DEC 0 9ZOIO 
Susan Phillips, Science Advisor 

Authorized Representative for Piedmont Animal Health LLC 
Garvey Schubert Barer 
Fifth Floor 
Flour Mill Building 
1000 Potomac Street, N. W. 
Washington D.C. 2007-3501 

Subject: Product: RESULTIX 
EPA Registration# 86865-R 
Your December 3, 2009 application for Section 3 Registration 
PRIAII Code B600 EPA Decision# 424225 
PRIA II Due Date: December 24, 2010 

CONTAINS CONFIDENTIAL INFORMATION 

Dear Ms. Phillips: 

OFFICE OF 
PREVENTION. PEST!CIOES AND 

TOXiC SUSSTAr<CES 

The Biopesticide and Pollution Prevention Division (BPPD) has received and reviewed the 
application referenced above which was, submitted in connection with an application for 
registration of a new product under section 3( c )(7)A of the Federal Insecticide, Fungicide a n.d 
Rodenticide Act (FIFRA), as amended, and the Pesticide Registration Improvement Act (PRIA 
II). 

Piedmont Animal Health LLC (Piedmont) has submitted an application for regist.ration of an 
end-use, spot-on product named Resultix, which contains 50% of a new active ingredient, 
isopropyl myristate, to kill ticks on dogs and cats. RESULTIX is formulated as a contact p·~,:>duct 
that kills ticks on dogs and cats by dissolving the cuticle of the tick which causes death by 
desiccation. 

Based on our review, the Agency has concluded that the referenced application is deficient and 
not acceptable, at this time. This conclusion is based on the deficiencies identifi!~d below. 
These deficiencies must be successfully addressed before the Agency can proceecl with the 
review of your application and issue a registration decision for the proposed product. 

Product Chemistry 

The product chemistry data submission (MRIDs 479253~01 to 479253~08) is unaccepUld:tle 
as noted below and must be successfully addressed. 

1. Piedmont submitted two Confidential Statements of Formula (CSF) in support of th•: 
referenced application. Both CSFs are dated 12/02/09. 

lntometAddress \URL) o hllpJ/VNm.epa.gcv Pal! I" l of 7 
R<lcycled!Recyclable o P<in:ed with Vogclab1e or. easod Inks on 100% Poa:consurr.N, Prcc!l~>G Chiem\& Fro~ R~cydctf'f>Jj:<ii'.- 232



Susan Phillips, Science Advisor 
Authorized Representative for Piedmont Animal Health LLC 

Garvey Schubert Barer 
Fifth Floor 
Flour Mill Building 
1000 Potomac Street, N.W. 
Washington D.C. 2007-3501 

Subject: Product: RESULTIX 
EPA Registration# 86865-R 
Your December 3, 2009 application for Section 3 Registration 
PRIAII Code 8600 EPA Decision# 424225 
PRIA II Due Date: December 24, 2010 

CONTAINS CONFIDENTIAL INFORMATION 

Dear Ms. Phillips: 

The Biopesticide and Pollution Prevention Division (BPPD) has received and reviewed the 
application referenced above which was, submitted in connection with an application for 
registration of a new product under section 3(c)(7)A of the Federal Insecticide, Fungicide and 
Rodenticide Act (FlFRA), as amended, and the Pesticide Registration Improvement Act (PRIA 
II). 

Piedmont Animal Health LLC (Piedmont) has submitted an application for registration of an 
end-use, spot-on product named Resu1tix, which contains 50% of a new active ingredient, 
isopropyl myristate, to kill ticks on dogs and cats. RESULTIX is formulated as a contact pmduct 
that ki11s ticks on dogs and cats by dissolving the cuticle of the tick which causes death by 
desiccation. 

Based on our review, the Agency has concluded that the referenced application is deficient and 
not acceptable, at this time. This conclusion is based on the deficiencies identified below. 
These deficiencies must be successful1y addressed before the Agency can proceed with the 
review of your application and issue a registration decision for the proposed product. 

Product Chemistry 

The product chemistry data submission (MR!Ds 479253-01 to 479253-08) is unacceptable 
as noted below and must be successfully addressed. 

1. Piedmont submitted two Confidential Statements of Formula (CSF) in support of the 
referenced application. Both CSFs are dated 12/02/09. 

Page 1 of? 233



a. The following deficiencies apply to the CSF submitted for the technical grade 
active ingredient (TGAI)  (Isopropyl Myristate): 

1. Column 10- The CAS number for  must be corrected from 
 

ii. Column 14- The certified limits for isopropyl myristate and its related 
impurities are inconsistent with the certified limits presented in the 
preliminary analysis (MRID 479253-02) for the TGAI. Piedmont must 
correct the CSF for the TGAI to reflect the certified limits presented in the 
preliminary analysis. 

iii. Column 14(a)- The upper certified limit of isopropyl myristate canno: 
exceed 100%. Piedmont must revise the CSF such that the certified upper 
limit for isopropyl myristate is equal to or less than 100%. Alternately, 
Piedmont can submit an acceptable rationale for the percentage (I 02.9) 
noted on the CSF. 

b. The following deficiencies apply to the CSF for the end-use product 
(RESUI. TIX). 

L Column 13(b)- The nominal concentration of the active ingredient 
(isopropyl myristate) must match the label, which currently reads 50.0%. 
Piedmont must revise the nominal concentration of isopropyl myristate on 
the CSF to read 50.0%. 

11. Column 10 w The source of the active ingredient is not noted on the CSF. 
Piedmont must list the source of  Isopropyl Myristate. 

alongside the name of the active ingredient (isopropyl myrislate). 

2. The physical and chemical characteristics data/information submitted to support the 
proposed product is acceptable. No additional data are required. 

Product Performance/Efficacy 

The product performance/efficacy submission (MRID 47925317, MRlD 479253-18) is 
unacceptable and must be successfully addressed as noted below before the Agency can 
proceed with ito;; review of your application. 

MRID 479253-17 -Pivotal Study to Determine Safety and Efficacy of isopropyl Myristate 
Tick Spray against Rhipicephalus sanguine us and Dermacentor variabilis on Dogs. 

1. The amount of product applied to each dog was not reported. Companion Animal Scfety 
Guideline (OCSPP 870.7200) recommends that animals be treated with 1, 3 and 5 times 
the recommended dose. In the submitted study only one dose (2 sprays) was applied to 
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each animaL Based on labeling instntctions for RESULTIX and the proposed use pattern, 
the amount of product applied to each dog will vary depending on the number of ticks 
found on the dogs. As such. the study fails to investigate the effect that increased do:;es 
of the proposed product will have on the health of dogs treated. Data/information 
demonstrating the effect of increased doses of the proposed product on dogs must be 
submitted before the Agency can proceed with its review. 

2. The submitted label for the proposed product states that RESULTIX "starts killing ticks 
in seconds." Since the submitted data shows that death only occurs six 6 hours after 
treatment, the statement "starts killing ticks in seconds" is false and misleading because 
the user is not informed that it will take the treated ticks six (6) hours to actually die. 
Therefore, Piedmont must either submit new data that validates the claim that the pre duct 
kills ticks in seconds or remove the statement from the product label or add language to 
the label that fully explains the time it will take a tick to die once it is treated. 

3. The submitted label claims 100% efficacy. However, the submitted data records effi-:acy 
at less than 100%. The Agency therefore views the state 100% efficacy as false anC. 
misleading. Piedmont must either submit new data/information that validates the claim 
that RESULTIX is 100% efficacious or remove the statement from the product label. 

4. The submitted data did not contain a discussion of food consumption and body weight of 
the test animals. As described in OCSPP Guideline 870.7200 (pages 6.and 7) data from 
Companion animal Safety studies should include the test animal(s) individual body 
weights (measured at specific intervals throughout the study) and the measures of 
individual food consumption of test animals on a daily basis. These data are critical 
markers of the health of the test animals and of the effect of the product on the animal(s). 
This information must be submitted before the Agency can proceed with its review. 

5. The Agency's review has determined that the submitted data/information is missing 
certain individual data parameters for hematology and clinical chemistry analysis. 
Specifically, the following hematological parameters were not reported: platelet courct, 
blood clotting measurements (thromboplastin time, fibrinogen, and prothrombin tim~:), 
reticulocyte count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 
This infonnation must be submitted before the Agency can proceed with its review. 

6. The Agency's review has determined that some clinical pathology values ICK (U/L; 
GOT (UIL); Cholesterol (mgldL); Total C02 (MeQ/1); Chloride (mEq/L), and Pota<>ium 
(mEq/L)] were outside of the reference range prior to treatment. Based on these valw!s, 
the Agency questions whether the dogs in the study were healthy prior to ~end during the 
study (Refer to MRID 479253-17 page 16, Table 2, Summary Clinical Chemistry Data). 
Piedmont must submit data/information that successfully demonstrates the health of the 
studied animial(s) before the Agency can proceed with its review. 
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MRID 479253·18 ·Pivotal Study to Determine Safety and Efficacy of isopropyl Myristate 
Tick Spray against Rhipicephalus sanuineus and Dermacentor variabilis on Cats. 

1. The amount of product applied to each cat was not reported. Companion Animal Safety 
Guideline OCSPP 870.7200 recommends that animals be treated with I, 3 and 5 times the 
recommended dose. In the submitted study only one dose (2 sprays) was applied to each 
animal. Based on labeling instructions and the proposed use pattern, the amount of 
product applied to each cat will vary depending on the number of ticks found on the ,::ats. 
As such, the study fails to investigate the effect that increased doses of the proposed 
product will have on the health of cats treated. Data/information demonstrating the effect 
of increased doses of the proposed product on cats must be submitted before the Agency 
can proceed with its review. 

2. The submitted data did not contain a discussion of food consumption and body weight of 
the test animals. As described in OCSPP Guideline 870.7200 (pages 6.and 7) data f::om 
Companion animal Safety studies should include the test animal(s) individual body 
weights (measured at specific intervals throughout the study) and the measures of 
individual food consumption of test animals on a daily basis. These data arc critical 
markers of the health of the test animals and of the effect of the product on the animoJ(s). 
This information must be submitted before the Agency can proceed with its review. 

3. The submitted label for the proposed product states that RESULTIX "starts killing tkks 
in seconds." Since the submitted data shows that death only occurs six 6 hours after 
treatment, the.statement "starts killing ticks in seconds" is false and misleading becatrse 
the user is not infonned that it will take the treated ticks six (6) hours to actually die. 
Therefore, Piedmont must either submit new data that validates the claim t.hat the pmduct 
kills ticks in seconds or remove the statement from the product label or add language to 
the label that fully explains the time it will take a tick to die once it is treated. 

4. The submitted label claims 100% efficacy. However, the submitted data records efficacy 
at less than 100%. The Agency therefore views the statement 100% efficacy as false 
and misleading. Piedmont must either submit new data/information validating the claim 
that RESULTIX is 100% efficacious or remove the statement from the product label. 

5. The Agency's review has determined that individual data parameters for hematology and 
clinical chemistry analysis is missing fro the submitted data package. Specifically, the 
following hematological parameters were not reported: platelet count, blood clotting 
measurements (thromboplastin time, fibrinogen, and prothrombin time), n::ticulocyte 
count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 

7. Some of the clinical pathology values [Aik Phos (UIL); CK(U/L); GGT (li/L); UN 
(mgldL), and phosphorous (mg/dL)] were outside of the reference range p:rior to 
treatment, which leads to the question of whether the cats in the study were healthy prior 
to and during the study (Refer to page 15, Table 2, Summary Clinical Chemistry Data; 
Pre and Post Treatment in MRID 479253-18). Piedmont must submit data/information 
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that successfully demonstrates the health of the studied animial(s) before the Agency can 
proceed with its review. 

Toxicology 

Certain data submitted to address toxicology are deficient and unacceptable. The 
deficiencies identified below must be successfully addressed before the Agency can 
proceed with its review of the referenced application. The deficiencies are: 

The following deficiencies apply to the active ingredient (isopropyl m>•ristate) 

a. Regarding the dermal irritation data requirement (OCSPP 870.2500)- The 
referenced 1997 study from RTECS that indicates that the active ingredient is 
mildly irritating was not included in your application (Refer to MRID 47925209). 
The Agency cannot make a determination on the data submitted for dermal 
irritation until a review of the RTECS study has been reviewed. Piedmont must 
submit this study before the Agency can proceed. 

b. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell 
assay (OCSPP 870.5300 and 870.5375) data requirements- The data/rationale 
submitted to fulfill these data requirements is insufficient. Piedmont states that 
significant occupational exposure is not expected because application is often 
seasonal. However, this rationale fails to consider tbat applications may occur 
more often in wanner climates where ticks may be prevalent year~round. 
Moreover, based on the available information, significant exposure to isopropyl 
myristate may occur in an occupational setting (e.g.: veterinary office, grooming 
salon) through use of the proposed product. The data/information submitted t1J 
satisfy occupational exposure also does not address either of these exposure 
scenarios. Piedmont must submit data/information that addresses both of these 
exposure scenarios before the Agency can proceed with its review. 

The following deficiency applies to the end-use product(RESULTIXl 

c. The test substance utilized in the submitted studies is interchangeably referenced 
by different names, including "Resultix Tick Spray", "Pediculocide l 00", 
"Piedmont Pediculocide I" and "Piedmont Pediculocide 2". Piedmont must 
submit data/information verifying that the test substance(s) referred to in the 
studies is identical to the proposed product, "RESULTIX". 

Ecotoxicology 

The Agency ha'i evaluated the potential for toxicity of the compound isopropyl myristate to 
aquatic and terrestrial ecosystems and concludes that the potential for exposure to the 
environment is insignificant or unlikely. RESUL TIXT~l is applied to dogs and catft as a spot 
treat men! to kill ticks and is not expected to impact nontarget species because of limited 
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expm;me (indoor scltings). Isopropyl myristate is used in cosmetic and topical medicinal 
preparations where good absorption through the skin is desired.  

 
 

 
. However, the 

Agency concludes that under the proposed use pattern, RESULTIX should not enter the 
environment in a quantity or concentration that constitutes a danger to ecosystems. Rationales 
submitted by Piedmont have provided sufficient information to support waivers for Aquatic 
Invertebrate Acute Toxicity, Freshwater Fish Acute Toxicity, Avian Acute Oral Toxicity, Avian 
Dietary Toxicity, Seedling Emergence Tier I, Vegetative Vigor Tier I, and Nontarget Insect 
Testing for RESULTlX and the draft prod1Ictlabcl contains adecp.tate envirmunemal hazard 
language to mitigate potential toxicity to acp.tatic organisms and to prevent accidental release to 
aq11atic environmcnls and water bodies. No additional data are required at this Hme. 

Product Label Deficiencies 

The Agency considers the above deficiencies to be gross and therefore has deferred review of the 
submitted proposed product label until the deficiencies described in this document have been 
successfully addressed. Once all deficiencies have been resolved, the Agency will proceed with a 
thorough review of the proposed label. 

As stated above the Agency cannot advance this application until Piedmont acceptably addrt:sses 
the deficiencies described in this letter. Your application as submitted under the Pesticide 
Registration Improvement Act (PRlA 11) guaranteed you a regulatory decision for the action 
category B600 of twelve (12) months; and a decision due date of December 24, 2010. By 
regulation, the Agency is obligated to give Piedmont 75 days (40 CFR § 152.105) in which to 
address the deficiencies identified above. However, the PRIA decision date (December 24, 2010) 
precedes the 75 day date (February 16, 2010). 

lf Piedmont chooses to address the deficiencies and proceed with its application, the Agency 
must renegotiate the PRIA 2 due date to allow time for Piedmont to submit new datalinfomMtion 
and for the Agency to review any new submission and render a regulatory decision. Based on 
the deficiencies outlined in this letter, the Agency will require seven and one~half (7 Vz) mouths 
from the date of receipt of your response to this letter to review any newly submitted information 
and make a regulatory decision. If Piedmont chooses to renegotiate the PRIA 2 due date for this 
action a renegotiation agreement between Piedmont and the Agency must be confinned by 
December 17, 2010. If renegotiation of the PRIA 2 due date for this action does not occur by 
December 17, 2010 the Agency will issue a can not grant letter under PRIA 2. lf the Agency 
does issue a letter stating it cannot grant your application under PRIA 2 and Piedmont submi.ts 
the required information within 75 days from the date of this letter, the Agency will continue to 
work on the referenced application but it will not be subject to the PRIA time frame. 
Alternatively, Piedmont may withdraw the application and resubmit it after all deficiencies have 
been satisfactorily addressed 
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If you have questions or need additional information, you may contact Regulatory Action Leader 
Cheryl Greene, at (703) 308M0353 or by email at rrrecne.cheryl@epa.gov 

Sincerely, 

Linda Hollis, Chief 
Biochemical Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 
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Isopropyl myrislale 
PC Code: 000207 
Producl Chemislry 

DP Number: 383262 
EPA Reg. No.: 86865-R 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGJON, D.C. 20460 

OFfiCE Of CHEMICAl SAFETY AND PESTICIDE PRODUCTS 

MEMORANDUM 

DATE: November 18,2010 

SUBJECT: Science Review in Support of the Registration of Resultix, Containing  
Isopropyl Myristate As Its Active Ingredient. 

FROM: 

TO: 

Decision Number. 
DPNumber: 
EPA File Symbol Number: 
Chemical Class: 
PC Code: 
CAS Number: 
Active Ingredient Tolerance Exemptions: 
MRID Numbers: 

JacobS. Moore, Chemist 
Biochemical Pesticides Branch 

424225 
383262 
86865-R 
Biochemical 
000207 
110-27-0 
Non-food use 
479253-01 to-08 

Biopesticides & Pollution Prevention Division (7511P) 

Cheryl Greene, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (751 IP) 

THE FOLLOWING CONTAINS CONFIDENTIAL BUSINESS INFORMATION 

ACTION REQUESTED 

Piedmont Animal Health LLC requests registration of Resultix, which is intended for use as an 
insecticide on dogs and cats against ticks. fu support of this registration, the registrant has 
submitted a label, Confidential Statements ofFonnula dated 12/02/2009, and biochemical 
pesticide product chemistry data in MRIDs 479253-01 to -08. 
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Isopropyl myrislale 
PC Code: 000207 
Product Chemislry 

2 DP Number: 383262 
EPA Reg. No.: 86865-R 

RECOMMENDATIONS AND CONCLUSIONS 

I. CSFs dated 12/02/09 are UN ACCEPT ABLE, but upgradable upon resolution of the 
following: 

a. The following applies for the CSF of  (TGAI) 
1. The CAS number for  must be corrected from 

 
11. The certified limits for isopropyl myristate and its related impurities must 

be corrected to reflect the information presented in the preliminary 
analysis. Currently the certified limits reflect the Agency standard but are 
not representative of what is presented in MRID 479253-02. 

nr. The upper certified limit of isopropyl myristate cannot exceed 100%. 
b. The following applies for the CSF of Resultix (EP). 

1. The nominal concentration of the active ingredient must match the label, 
which cunently reads 50.0%. 

u. The source of the active ingredient,  must be 
noted alongside the name of the active. 

2. Physical and chemical characteristics are ACCEPT ABLE. No additional data are 
required. See Table l below. 

Note to RAL: 

1. This review does not include any study summaries outside of Table l presented below. 
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Isopropyl myristate 
PC Code: 000207 
Product Chemistry 

3 DP Number: 383262 
EPA Reg. No.: 86865-R 

TABLE 1. Phvsical and Chemical Pronerties for RESULTIX and iso ronvl mvristate TGAr 
Guideline Reference Description of Result Methods 

No./Property 
830.6302 Color TGAI: colorless Visual inspection 

EP: colorless 
830.6303 Physical State TGAI: liquid Visual inspection 

EP: liquid 
830.6304 Odor TGAI: odorless Olfactory inspection 

EP: odorless 
830.6313 Stability TGAI: stable Storage stability 

EP: stable studiesb.c 

830.6315 Flammability TGAI: flash point 164.4°C closed cup FDA, 16 CPR 1500.3 
EP: flash point 85.0°C closed cup; 95.0°C (c)(6) and 43 (a)' 

open cup 
830.63!7 Storage Stability TGAI: No loss of isopropyl myristate and no TGAI: Stored in 100 

container leachate components identified. mL carbon steel 
containers at 25° and 
40°C /60% relative 

humidity for 48 
months.b 

EP: No loss of isopropyl myristate and no EP: Stored in I oz. and 
container leachate components identified. 2 oz. HDPE bottles at 

25° and 40°C I 60% 
relative humidity for 48 

months.c 
830.6319 Miscibility TGAI: not required 

EP: Not applicable, the product is not 
intended for dilution with petroleum 

solvents. 
830.6320 Corrosion TGAI: Not required Storage stability 

Characteristics EP: Not expected to be corrosive. studiesb.c 
830.7000 pH TGAI: not applicable Both the TGAI and EP 

EP: not applicable are not soluble or 
dispersible in water. 

830.7!00 Viscosity TGAI: not required Storage stability 
EP: 3.5-3.7 cP studiesc 

830.7200 Melting Range TGAI: Not applicable, the product is a 
liquid. 

EP: not required 
830.7220 Boiling Range TGA1: 192.6°C CIR (1982) 

EP: not required 
830.7300 Density/Relative TGAI: 0.85 to 0.86 g/mL C1R (1982) 

Density/Bulk EP: 0.85 to 0.86 glmL 
Density 

830.7370 Dissociation TGAI: Not applicable, the product is not CIR (1982) 
Constant in Water pure active ingredient and is insoluble in 

water. 
EP: not required 

830.7550 Partition TGAI: 7.17 7.43 CIR (1982) 
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Isopropyl myristate 
PC Code: 000207 
P d Ch ro uct em1stry 

Coefficient 
830.7840 Water Solubility 

830.7950 Vapor Pressure 

anata from MRID 47925301 

bnata from MRID 47925304 

4 

EP: not required 
TGAI: insolUble in water 

EP: not required 
TGAI: <1 Torr 

EP: not required 

CData from MRID 47925306,47925307,48132301 

dnata from MRID 47925303 
cData from MR1D 4 7925306 

DP Number: 383262 
EPA Reg. No.: 86865-R 

CIR (1982) 

CIR (1982)' 

fcosmetic Ingredient Review (CIR), Final Report on the Safety Assessment of Myristyl Myristate and 
Isopropyl Myristate, Journal of the American College of Toxicology, Vol. 1, No.4, 1982. Appended to 
MRID 47925301. 

cc: J. Moore, C. Greene, BPPD Science Review File, IHAD/ARS 
J. Moore, FT, PY-S: 11118/2010 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

MEMORANDUM 

DATE: November 16, 20 I 0 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

SUBJECT: Science Review in Support ofResultix™, Containing 50% Isopropyl Myristate As 
Its Active Ingredient. 

FROM: 

TO: 

Decision Number: 424225 
DP Number: 383262 
EPA File Symbol Number: 86865-R 
Chemical Class: Biochemical 
PC Code: 000207 
CAS Number: 110-27-0 
Active Ingredient Tolerance Exemptions: Nonfood-use 

MRID Numbers: 47925309- 47925316, 47925319 

Angela L. Gonzales, Biologist ~ J(f,~f,o 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (7511P) 

Cheryl Greene, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (7511P) 

ACTION REQUESTED 

Piedmont Animal Health LLC requests registration of ResultixTM containing isopropyl rnyristate, 
which is intended for use kill ticks on dogs and cats. The chemical is a new biochemical active 
ingredient. In support of the toxicology data requirements the registrant has submitted data and 
information in MRlDs 47925309-47925316 and 47925319. The following is the description of 
the deficiencies associated with this submission. 
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Isopropyl Myristate 
PC Code: 000207 
Type of Review: Toxicology 

2 

RECOMMENDATIONS AND CONCLUSIONS 

DP Number: 383262 
EPA File Symbol No.: 86865-R 

1. The toxicology submission is UNACCEPTABLE, but upgradeable pending resolution of 
the deficiencies listed below. 

Regarding Isopropyl Myristate: 

a. Regarding the dermal irritation data requirement (OCSPP 870.2500), the registrant must 
provide the referenced 1997 study from RTECS that indicates that the active ingredient is mildly 
irritating. Refer to MRJD 47925309. 

b. Regarding the developmental (OCSPP 870.3700) and in vitro mammalian cell assay (OCSPP 
870.5300 and 870.53 75) data requirements, the registrant must provide more information 
regarding occupational exposure. Based on the available information, significant exposure to 
IPM may occur in an occupational setting (e.g.: veterinary office, grooming salon) through use of 
the proposed product. Additionally, although the registrant states that significant exposure is not 
expected because application is often seasonal, application may occur more often in warmer 
climates where ticks may be prevalent year-round. Because toxicity data were not submitted and 
the rationale provided to support these data requirements is inadequate because it is based 
primarily on the lack of exposure, more information regarding occupational exposure and/or 
toxicity is required to support these data requirements. 

Regarding Resultix™: 

a. The test substance utilized in some of the toxicity studies is referenced by different names, 
including "Resultix Tick Spray", "Pediculocide 1 00", "Piedmont Pediculocide 1" and "Piedmont 
Pediculocide 2". The registrant must verify that the test substance in these studies is identical to 
the proposed product, "Resultix™". 

b. Regarding the companion animal safety (OCSPP 870. 7200) data requirement deficiencies, 
refer to the memorandum from C. Fuentes to C. Greene dated November 4, 2010. 

cc: Angela L. Gonzales, Cheryl Greene, BPPD Science Review File, IHAD/ ARS 
A. L. Gonzales, FT, PY -S: 11/16/1 0 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE PREVENTION, 
PESTICIDES AND TOXIC SUBSTANCES 

MEMORANDUM November 10, 2010 

SUBJECT: Registration of new active ingredient, Isopropyl myristtate, for the control of 
ticks. 

FROM: 

TO: 

EPA Reg.#: 
CAS#: 
PC Code 
DP#: 
Decision#: 
MRID# 

86865-R 
110-27-0 
800207 
383262 
424225 
47925320 

Miachel Rexrode, Ph.D., Senior Biologist /s/ 
Biochemical Pesticides Brunch 
Biopesticide & Pollution Prevention Division (7511P) 

Cheryl Greene, Regulatory Action Leader /s/ 
Biochemical Pesticides Branch 
Biopesticide & Pollution Prevention Division (7511P) 

ACTION REQUESTED 

11/10/2010 

11/!0/2010 

The applicant, Piedmont Animal Health LLC, has submitted a Section 3 Registration for 
RESULTIX End-Use Product (EPA Reg.# 86865-R). The product is composed of isopropyl 
myristate as the active ingredient with  as the inert solvent which 
the EPA has granted non food use applications. This compound kills ticks on cat and dogs by 
dissolving the surface of the arthropod cuticle which results in death of the tick through 
desiccation. The applicant is requesting waivers for ecotoxicity studies that include the following: 
Aquatic Invertebrate Acute Toxicity (850.10 10), Freshwater Fish Acute Toxicity (850.1075), 
Avian Acute Oral Toxicity (850.2100), Avian Dietary Toxicity (850.2200), Seedling Emergence, 
Tier I (850.4100), Vegetative Vigor, Tier I (850.4150), and Nontarget Insect Testing (850.4350). 
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RECOMMENDATIONS AND CONCLUSIONS 

Registrant's Justiflcation for Waiver Request 

Acute Toxicity Aquatic Invertebrates (Dap/mids)- TGAI & EP 
A search of available environmental fate and toxicity databases indicate no acnte toxicity data for 
daphnids were available for isopropylmyristate (IPM). The environmental fate data available 
indicate that IPM wo11ld be readily metabolized by acpmtic organisms, although it is highly 
lipophilic and may potentially bioacCllnnliate. !PM is also semi volatile and would not persist in 
aquatic environments. 

The applicant states that a daphnid toxicity study would be required for the RESULTIXTM 
because the inert ingredient,  

d 
 

. Consecp1cntly, 
in lie11 of conducting this study utilizing either the active ingredient or the EP, the Environmental 
Hazards statement on the draft label for both the TGAI and the EP will have the following 
statement and the registrant requests a waiver from further aquatic invertebrate toxicity testing: 

"This pesticide is toxic to invertebrates and fish. Do not discharge this prod11ct into lakes, streams, 
ponds, estLiarics, oceans, or other waters unless in accordance with the National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authmity has been notified in 
writing prior to dischmge. Do not discharge effluent containing this product to sewer systems 
without previously notifying the local sewage authority. For guidance, contact your State Water 
Board or Regional Office of the EPA." 

Freshwater Fish Acute Toxicity R TGAI & EP 
A search of available environmental fate and toxicity databases indicate one acute 96-hour LCso 
( 100 mg/L; slightly toxicity) in fish was reported for IPM. The environmental fate data available 
indicate that IPM would be readily metabolized by aquatic organisms, altho11gh it is highly 
lipophilic and may potentially bioaccumulate. IPM is also semivolatile and would not persist in 
aquatic environments. 

The applicant states that an ac'llte fish toxicity study would be recp.1ired for the EP because the 
inert ingredient,  has the potential for aquatic toxicity; although it is highly volatile. Data 
available for  suggest the potential for 
toxicity.  

 is expected to be toxic to fish. Consequently, in lieu of cond11cting this study utilizing 
either the active ingredient or the EP, the Environmental Hazards statement on the draft label for 
both the TGAI and the EP will have the following statement and the registrant requests a waiver 
from fish toxicity testing: 

"This pesticide is toxic to invertebrates and fish. Do not discharge this product into lakes, streams, 
ponds, estumies, oceans, or other waters unless in accordance with the National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority has been notified in 
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writing prior to discharge. Do not discharge efi1uent containing this product to sewer systems 
without previously notifying the local sewage authority. For guidance, contact yam State Water 
Board or Regional Office of the EPA.'' 

Avian Acute Oral and Dietary Toxicity Avian- TGAI & EP 
The applicant has requested a waiver of avian ac11tc toxicity testing based on the following 
information: 

• The potential routes of exposure to birds from the commercial use of RESULTlX TI>-l is 
inhalation, dermaL and oral. The route of exposure for these two sh1dies is oral (gavage 
and dietary); the other routes arc not applicable. Because the EP is a colorless and 
practically odorless liquid product. it is unlikely that the EP \vould be gastronomically 
attractive for birds to ingest. Usually toxicity to birds is from ingestion of pesticide 
products that resemble seeds (e.g., granular formulation) or from ingestion of pesticide
residues on plant and other food items (insects). 

• The EP container is small (20 mL) and spillage of the colorless fluid would result in 
minimal amounts present on soil or plant smfaces. Birds are also unlikely to mistake 
accidental spillage of RESULTIXn as water, particularly because of the small \'Oll!me 
and rapid volatilization of IPM and . 

Terrestrial Plant Toxicity Seedliu~ Emergence and Vegetative Vigor- TGAI & EP 
The target species for RESULTlX ':\l ticks arc ectoparasite on domestic dogs and cats. Direct or 
indirect application of the EP to terrestrial plants is not expected to occur if label instructions arc 
followed. 

Nontarget Insect Testing - TGAI & EP 
Because RESULTIXT"1 is used to kill ticks by desiccation (solubilizing the cuticle), it is likely to 
have this affect on <til insects and other arthropods. However, the usc pattern and limited 
application (20 ml) precludes contact with nontarget insects, particularly honeybees. 

Reviewer's Comments 

The Agency has evaluated the potential for toxicity of this compound to aquatic and terrestrial 
ecosystems and concludes that the potential for exposure to the environment is insignificant or 
unlikely. RESULTIXTM is applied to dog and cats as a spot treatment to combat tick and is not 
expected to impact nontarget species because or limited exposure. Isopropyl rnyristate is used in 
cosmetic and topical medicinal preparations where good absorption through the skin is desired. 

 
 

 
. The EPA. 

however. concludes that the EP under the prescribe use pattern. should not enter the environment in a 
quantity or concentration that constitutes a danger to ecosystems. Relative to label information, there 
is sufficient information to support the requested waivers for Aquatic Invertebrate Acute Toxicity. 
Freshwater Fish Acute Toxicity. Avian Acute Oral Toxicity, Avian Dietary Toxicity. Seedling 
Emergence Tier I, Vegetative Vigor Tier I. and Nontarget Insect Testing for RESULT1Xn1 at this 
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time. The draft product label contains environmental hazard information regarding potential 
toxicity to aquatic organisms and to prevent accidental release to aquatic environments and water 
bodies. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFfiCE Of PESTICIDES AND TOXIC SUBSTANCES 

MEMORANDUM 

DATE: November 4, 2010. -~~---· 

SUBJECT: Science Review in Snppot1 of the Registration of Resultix, containing 50 % 
Isopropyl Myristate as Active Ingredient. 

FROM: 

TO: 

Decision Number: 424225 
DP Number: 383262 
EPA File Symbol Number: 86865-R 
Chemical Class: Biochemical 
PC Code: 000207 
CAS Number: 110-27-0 
Active Ingredient Tolerance Exemptions: N/A non· food 

MRID Numbecs: 479253-17 and 479253-18. 

Clara Fuentes, Entomologist <=---·--·-::::;~:'-~~~-=···~··::··=···~ 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (7511P) 

Cheryl Greene, Regulatory Action Leader 
Biochemical Pesticides Branch 
Biopesticides & Pollution Prevention Division (751 IP) 

ACTION REQUESTED 

Piedmont Animal Health LLC (Piedmont) is requesting registration of an end-use, spot-on 
product, Resultix, containing 50% of a new active ingredient, Isopropyl Myristate, to control 
ticks on dogs and cats. The product kills ticks on their hosts on contact by dissolving the cuticle 
of the tick and causing death by desiccation. 

RECOMMENDATIONS AND CONCLUSIONS 

MRID 47925317 is unacceptable. The identified study deficiencies are listed below: 
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1. The amount of product applied to each dog was not reported. The 870.7200 Guideline 
recommends that animals be treated with 1, 3 and 5 times the recommended dose. In this study 
only one dose (2 sprays) was applied to each animal. The amount of product applied to each dog 
will vary depending on the number of ticks found on the dogs. The study fails to investigate the 
effect of increased doses on dogs' health. 

2. The product label states that the product starts killing ticks in seconds. The product label also 
claims 100% efficacy, but that level was achieved only after 6 hours post treatment in the case of 
Dermaceptor variabilis. ' 

3. Food consumption and body weight were not rep~rted. 

4. Individual data parameters for hematology and clinical chemistry analysis were under 
reported. The following hematological parameters were not reported: platelet count, blood 
clotting measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte 
coW1t, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 

5. Some of the clinical pathology values were outside of the reference range prior to treatment, 
which leads to the question of whether the dogs in the study were healthy. 

MRID 479253-18 is unacceptable. The identified study deficiencies are listed below; 

1. The amoW1t of product applied to cats was not reported. In this study only one dose (2 
sprays) was applied to each animal. The amoW1t of product applied to each cat will vary 
depending on the number of ticks found on the host. The study fails to investigate the effect of 
increased doses on cats' health. 

2. Food consumption and body weight were not reported. 

3. The product level claims 100% efficacy but that level was not attained in the study. 

4. Individual data parameters for hematology and clinical chemistry analysis were W1der 
reported. The following hematological parameters were not reported: platelet COW1t, blood 
clotting measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte 
count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 

STUDY SUMMARIES 

MRJD 47925317: 

The study objective was to evaluate the safety and efficacy ofResultix formulation, containing 
50% w/w active ingredient, isopropyl myrstrate, when sprayed on dogs for the control of ticks. 
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1. The amount of product applied to each dog was not reported. The 870.7200 Guideline 
recommends that animals be treated with 1, 3 and 5 times the recommended dose. In this study 
only one dose (2 sprays) was applied to each animaL The amount of product applied to each dog 
will vary depending on the number of ticks found on the dogs. The study fails to investigate the 
effect of increased doses on dogs' health. 

2. The product label states that the product starts killing ticks in seconds. The product label also 
claims 100% efficacy, but that level was achieved only after 6 hours post treatment in the case of 
Dermaceptor variabilis. 

3. Food consumption and body weight were not reported. 

4. Individual data parameters for hematology and clinical chemistry analysis were under 
reported. The following hematological parameters were not reported: platelet COW1t, blood 
clotting measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte 
count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 

5. Some of the clinical pathology values (CK (U/L; GGT (U/L); Choesterol (mg/dL); Total C02 
(McQ/1); Chloride (mEq/L), and Potassium (mEq!L)] were outside of the reference range prior to 
treatment, which leads to the question of whether the dogs in the study were healthy (Refer to 
page 16, Table 2, Summary Clinical Chemishy Data in MRID 479253-17). 

MRID 479253~18 is unacceptable. The identified study deficiencies are listed below: 

I. The amount of product applied to cats was not reported. In this study only one dose (2 
sprays) was applied to each animaL The amount of product applied to each cat will vary 
depending on the number of ticks found on the host. The study fails to investigate the effect of 
increased doses on cats' health. 

2. Food consumption and body weight were not repmted. 

3. The product level claims 100% efficacy but that level was not attained in the study. 

4. Individual data parameters for hematology and clinical chemistry analysis were under 
reported. The following hematological parameters were not reported: platelet count, blood 
clotting measurements (thromboplastin time, fibrinogen, and prothrombin time), reticulocyte 
count, mean corpuscular HGB (MCH), and MCH concentration (MCHC). 

5. Some of the clinical pathology values [Aik Phos (U/L); CK(U/L); GGT (U/L); UN (mg/dL), 
and phosphorous (mg/dL)] were outside of the reference range ptior to treatment, which leads to 
the question of whether the cats in the study were healthy (Refer to page 15, Table 2, Summary 
Clinical Chemistry Data; Pre and Post Treatment in MRID 479253-18). 
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STUDY SUMMARIES 

MRID 47925317: 

The study objective was to evaluate the safety and efficacy of Resultix formulation, containing 
50% w/w active ingredient, isopropyl myrstrate, when sprayed on dogs for the control of ticks. 
Twelve Beagle dogs, 6 males and 6 females were selected for the study based on general health 
conditions and their ability to sustain tick infestations. All dogs in the study were able to 
maintain a good tick burden prior to treatment (mean tick counts/dog= 28.9, ranging from 7 to 
46 ticks /dog). Dogs were observed daily for general health. Body weight was recorded on day 7 
and not reported. Food consumption was not recorded. Hematology and clinical parameters 
were measured pre- and post treatment. Only some parameters '\\'ere reported. All dogs survived 
the study. Dogs were infested with 50 unfed R. sanguineus ticks during pre-test period to 
determine tick host suitability. The dogs were combed for tick counts 24 hours later. Dogs were 
infested with 50 R. sanguineus ticks at the beginning of the test, and with 50 Dermaceptor 
variabilis ticks on day 6. The same procedure was followed after day 6. Six Beagle dogs, 3 
males and 3 females, were randomly assigned to either control treatment or treated with 50% 
isopropyl myristate formulation. Water was used as control. Each dog pair constituted a 
treatment replication so that each treatment was replicated three times. Three groups per 
treatment of 1 male and 1 female dog were treated with either 50% isopropyl myristate 
formulation or water, and tick mortality was recorded after 3, 6 and 24 hours post-treatment. The 
arnotmt of control and test material applied to ticks on dogs was approximately, 0.1 mL!spray. 
Ticks were directly sprayed until fully covered whether they were attached to the host or not. 
Tick mortality was recorded at 3, 6 and 24 hours post-treatment. Technicians conducting the 
counts were blinded to the treatment groups. Percent mortality at 24 hours was calculated by 
dividing the cumulative number of dead ticks by the total number of ticks that were treated. 
Geometric means oflive tick counts at 3, 6 and 24 hours were calculated for control and treated 
dogs. To compare the means, the difference between geometric means of live ticks from treated 
and control dogs was divided by the geometric mean of live ticks on control dogs. (X- Y I X) 
100 [X= geometric mean oflive ticks on controls; Y =geometric mean oflive ticks on treated 
dogs]. The percent mortality of D. variabilis after 3, 6 and 24 hours post-treatment was 98.2 %, 
100% and 97.1 %, respectively. Overall, percent D. variabilis tick mortality for treated dogs 
was 106.1 % compared to 14.4 % for conu·ols. The percent mortality of R. sanguineus after 3, 6 
and 24 hours post-treatment was 92.4 %, 91.4% and 90.9 %, respectively. Overall, percent R. 
sanguineus tick mortality for treated dogs was 95.6% compared to 11.1% for controls. The 
percent mortality for R. sanguineous ticks was 95.6%, and 106.1% for D. variabilis ticks. 
Percent control of both species was >90% at all times post-treatment. 
The mortality rate in excess of 100% for D. variabilis and slight drop in calculated control of live 
ticks observed after 24 hours are explained by difficulty in assuring that all ticks are treated and 
counted. 
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MRID 479253-18: 

The study objective was to evaluate the safety and efficacy ofResultix formulation, containing 
50% w/w active ingredient, isopropyl myrstrate, when sprayed on cats for the control of ticks. 
Twelve domestic long and shmi hair cats, 6 males and 6 females, were selected for the study 
based on general health conditions and their ability to sustain tick infestations. Cats were 
infested with 50 unfed R. sanguine us ticks during pre-test period to determine tick host 
suitability. The cats were combed for tick counts 24 hours later. Mean tick counts on cats were 
10.9 ticks/cat, ranging from 2 to 23 ticks/cat. Cats were fitted with Elizabethan collars and 
infested with 50 R. sanguineus ticks at the beginning of the test, and with 50 Dermaceptor 
variabi/is ticks on day 6. The same procedure was followed after day 6. Six cats, 3 males and 3 
females, were randomly assigned to either control treatment or treated with 50% isopropyl 
myristate formulation. Water was used as control. Each cat pair constituted a treatment 
replication so that each treatment was replicated three times. Three groups per treatment of 1 
male and 1 female cat were treated with either 50% isopropylmyristate formulation or water, and 
tick mm1ality was recorded after 3 (± 15 minutes) hours post-treatment. The amount of control 
and test material applied to ticks on cats was approximately, 0.1 mL/spray. Ticks were directly 
sprayed twice whether they were attached to the host or not. Tick mortality was recorded at 3 
(±15 minutes) hours post-treatment. Technicians conducting the counts were blinded to the 
treatment groups. Percent mortality at 3 (±15 minutes) hours was calculated by dividing the 
cumulative number of dead ticks by the total number of ticks that were treated. Geometric means 
of live tick counts at 3 (± 15 minutes) hours were calculated for control and treated cats. To 
compare the means, the difference between geometric means of live ticks from treated and 
control cats was divided by the geometiic mean of live ticks on control cats (X- Y I X) 100 [X= 
geometric mean oflive ticks on controls; Y =geometric mean oflive ticks on treated cats]. The 
percent mo11ality of D. variabilis and R. sanguineus after 3 hours post-treatment was 95.2% and 
98.8 %, respectively. Percent control of both species was >90%. 

cc: Clara Fuentes, Cheryl Greene, BPPD Chron File, IHAD/ARS 
, FT, PY-S: Nov. 4, 2010. 
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Young, D. (2009) Pivo!al Study to Datartnlna Safety and Efficacy 870.7200/Companlon anlmal safety 
of Isopropyl Myristate (I PM) Tick Spray against RhipiCephalus 
samineUG and Derrnacantor varlabllls on Cats. Project Number. 
PAH/09/0005. Unpt.tlllshed study prepared by Young Veterinary 
Research Servlc&s. 18 p. 
Phlllfps, S. (2009) Miscellaneous Toxicology Information: 8702400/Acute eye Irritation 
{Resultlx). UnpubHshed study prepared by Piedmont Animal 
Health. 315 p. 
Kuhn, J. (2002) Piedmont PedlcuHclde 1: FlnaJ Report Acute Eye 870.2400/Acuta eye mttatlon 
lrritatfon Study In Rabbits. Protect NLmber. 7089102. 
Unpubnslled study prepared by Stlllmeadow, Inc. 16 p. 
Carr, G. (2009) Storage Stabltity of Isopropyl Myrlatata 830.6320/Corroslon charactaristfcs 
Manufacturing-Usa Product at 25 degees Celalus and 40 degrses 
Celsius in GarOOn Staal Containers for up to 48 Months: Resuttlx.. 
Project Number: PED/SP/01910706/A I. Unpubaslled study 
prepared by Patheon. 4 I p. 
Goldenthal, E. (2003) 28·Day Oral Toxicity Study In Rats with a 870.3050/Repeated dose 28-o'ay 
14-Day Recovery; Resutt!x. Project Number: 1016/001. oral toxlctty In rodents 
Unpublished study prepared by MPI Research, Inc. 603 p. 
PhJIIPp.s, S. (2009) MlsceUaneous Chemistry Information: Resultlx.. 830.6303/Ph~lcel state 
UnpWHshed study prepared by Piedmont Anknal Health. 77 p. 
Omoruan, P. (2005) The Forced Degrndatlon Study for Isopropyl 830.6320/Corroslon characteristics 
Myristate Drug Stbstanca and Isopropyl MyrlsiBte Solution (50% 
w/w) by GC: (Reslitlx). Project Number. PED/AR/014/0IOEIAO. 
Unpt.Dnshed Study Prepared by Patheon, Inc. 79 p. 
Phll~ps, S. (2009) Msce!lan60us Chemistry Information: Resuttfx. 830.7520/Partlcla size, tiber length, 
Unpubnshed study prepared by Piedmont Animal Health. 77 p. and diameter dUrtltlutlon 
Phl~lps, S. (2009) Mlscallanoous Chemistry Information: Resuttix.. 830.7100/VIsco.sity 
UnpubUshed study prepared by Piedmont Animal Health. 77 p. 
Phl~lps, S. (2009) Mlacallanoous Toxicology Information: 870. 1300/Acuta nhalat:ion toxicity 
(Resuttlx). Unpublished study prepared by Piedmont Animal 
Health. 316 p. 
Ph~llps, s. (2009) Miscellaneous Chemistry Information: Rasultlx.. 830.6319/Misclblllty 
Unpublished study prepared by PleOOlont Animal Health. 77 p. 
Ph~llps, S. (2009) Miscellaneous Chemistry Information: Resuitlx.. 830.6302/Coklr 
Unpublished study prepared by PleOOlont Animal Health. 77 p. 
Ph~llps, S. (2009) Miscellaneous Toxicology Information: 870.5 tOO/Bacterial reverse mutation 
(Resuttlx). Unpt.tJSshed study prepared by P~mont Anlmal test 
Health. 315 p. 
Carr, G. (2009) Storage Stabffity of Isopropyl Myristata 830.63 17/Storage stabnity 
Manufacturing-Use Product at 25 de~raas Celsius and 40 degrees 
Celsius In GarOOn Stool Contalrlers for up to 48 Months: Resutt!x.. 
Project Number. PED/SP/01910706/A I. Unpt.DIIshed study 
prepared by Pathaon. 4 I p. 
Phillips, S. (2009) MlscellanaoiJS Toxicobgy Information: 870.3:20012 1128-day darmal toxlcHy 
(Resultlx). Unpub~shed study prepared by Piedmon1 Anlmal 
Health. 3t5p. 
Phillips, S. (2009) MlscellaneoiJS Chemistry lntormatlon: Resultlx. 830. 1900/Enforcernent analytical 
Unpublished study prepared by Piedmont Animal Health. 77 p. method 
Phillips, S. (2009) Environmental Fate Information: Resultlx.. B50.2 tOO/Avian acuta oral toxicity 
Unpublished study praparecl by Piedmont Animal Health. 76 p. test 
PhiiHps, S. (2009) Miscellaneous Toxicology lntormaHon: 870.3050/Repeated dose 28-day 
(Resultlx). Unpt.tJBshed study prepared by Pfedmont Animal oral toxicity In rodents 
Health. 315 p. 
Kaminsky, M. (2007) IPM Solution: F!a.mmabHity!Fiash Polnt: 830.6315/FJammabatty 
(Resuttlx). Project NLmber: 10033107. Unptbllshed atudy 
prepared by Stlttmaaclow, Inc. 9 p. 
Phnlip.s, S. (2009) Environmental Fate lntormatlon: Resultlx. 850.2200/Avian dH>tary toxicity test 
Unpublished study prepared by Piedmont Antrnal Heatth. 76 p. 
Phnllps, S. (2009) MJscananaous Toxicology Information: 870.4200/Carcloogenlcity 
(Resuttix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Ph~llps, S. {2009) Mlscaaaneous Olamlstry Information: Resuttlx. 880. 1400/Dlscusslon of formation of 
Unpublished study prepared by Piedmont Antrnal Health. n p. Impurities 
Carr, G. (2007) An Investigation of the UVN!slbla Abtlorbanca 830.7050/UVNislbla absorption 
Properties of Isopropyl Myristata 50% Solution, Isopropyl 
Myrlstata and  (Resuttlx). Project Number. 
PED/MIS/02410307/RO. Unpt.D~shed Study Prepared by Patheon, 
Inc. 14 p. 
PhHiips, S. (2009) Mlscaltaneous Chemistry Information: Reslitix. 830.7840/Watersolub~tty: Column 
Unpublished study prepared by Piedmont Animal Health. n p. elution method, shake flask method 
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Young, D. (2009) Pivotal Study to Determine Safety and Efficacy 
of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus 
sanuineus and Dermacentor variabilis on Cats. Project Number: 
PAH/09/0065. Unpublished study prepared by Young Veterinary 
Research SeiVices. t8 p. 
Ballard, T. (2009) Determination ott he Percent Active Ingredient 
and Impurities in Five Batches of Isopropyl Myristate Technical 
Grade Active Material: (Resullix). Project Number: 09/0033, 
PAH/09/0057. Unpublished study prepared by En-Cas Analytical 
Laboratories. 107 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 

Ballard, T (2009) Determination of the Percent Active Ingredient 
and Impurities in Five Batches of Isopropyl Myristate Technical 
Grade Active Material: (Resultix). Project Number: 09/0033, 
PAH/09/0057. Unpublished study prepared by En-Cas Analytical 
Laboratories. 107 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Environmental Fate Information: Resullix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Ballard, T. (2009) Determination Of the Percent Active Ingredient 
and Impurities in Five Batches of Isopropyl Myristate Technical 
Grade Active Material: (Resultix). Project Number: 09/0033, 
PAH/09/0057. Unpublished study prepared by En-Cas Analytical 
Laboratories. 107 p. 
Kuhn, J. (2009) Resultix Tick Spray: Final Report: Skin 
Sensitization Study in Guinea Pigs. Project Number: 13304/09. 
Unpublished study prepared by Slillmeadow, Inc. 16 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resullix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Garg, D. (2005) Pharmacokinetic, Safety and Tolerance Study ot 
RESUL TZ Pediculicide Rinse in Pediatric Subjects with 
Pediculosis Capitis. Project Number: 04/12394UI08. 
Unpublished study prepared by Hill Top Research, Inc. 103 p. 
Phillips, S. (2009) Environmental Fate lntormalion: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Young, D. (2009) Pivotal Study to Determine Safety and Eff'lcacy 
otlsopropyl Myristate (I PM) Tick Spray against Rhipicephalus 
sanguineus and Dermacentor variabllis on Dogs. Project Number: 
PAH/09/0036. Unpublished study prepared by Young Veterinary 
Research Services. 19 p. 
Omoruan, P. (2005) The Forced Degradation Study for Isopropyl 
Myristate Drug Substance and Isopropyl Myristate Solution (SO% 
w/w) by GC: (Resultix). Project Number: PED/AR/014/0105/RO. 
Unpublished Study Prepared by Patheon, Inc. 79 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Serrano, S. (2007) Analysis of Extractables and Leachables in 
HOPE Bottles and PP Caps Used to Package the Isopropyl 
Myristate  Formulation (Feasibility Study): (Resullix). Project 
Number: R061229B. Unpublished study prepared by Guidelines, 
Inc. 47 p. 
Kuhn, J. (2002) Piedmont Pediculocide 1: Final Report: Acute 
Dermal Irritation Study in Rabbits. Project Number: 7090/02. 
Unpublished study prepared by Stillmeadow, Inc. 1 t p. 
Serrano, S. (2007) Analysis of Extractables and Leachables in 
HOPE Bottles and PP Caps Used to Package the Isopropyl 
Myristate  Formulation (Feasibility Study): (Resultix). Project 
Number: R06 t229B. Unpubllshed study prepared by Guidelines, 
Inc. 47 p. 
Serrano, S. (2007) Photostability Protocol, Testing Schedule and 
Results for Isopropyl Myristate Solution (50% w/w), ANDA: 
(Resullix). Project Number: PED/SP/02210107/RO. Unpublished 
Study Prepared by Patheon, Inc. 10 p. 
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Unpublished prepared by MPI Research, Inc. 442 p. 
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(Rasultlx). Unpublished study prepared by Piedmont Animal 
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Kuhn, J. (2002) Piedmont Pedlculoclde 2: Final Report: Acute 
Dermal Toxicity Study In Rats: Final Report Project Number: 
7204102.. Unpubllshed study prepared by Stl~meadow, Inc. 33 p. 
Phillips, S. {2009) Miscellaneous Toxicology Information: 
(Resultlx). Unpublished study prepared by Piedmont Animal 
Haalth. 315 p. 

870. 1200/Acute dermal toxicity 

870.7485/Metabollsm and 
pharmacokinetics 

Phillips, S. {2009) Miscellaneous Chemistry Information: Resultlx. 830.63 f7/Storaga stab~ity 
UnpubUshed study prepared by Pled'nont Animal Health. 77 p. 
Phlnlps, S. (2009) Miscellaneous Chemistry lnformatfon: Resuttix. 830.7950Napor pressure 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Ph~lips, S. (2009) Miscellaneous Toxlcology Information: 
(Resultt<). Unpublished study prepared by Piadmont Anlmal 
Health. 315 p. 
Phftlips, S. (2009) Miscellaneous Toxicology lnformaHon: 
(Resultlx). Unpublished study prepared by Piedmont Animal 
Haalth. 315 p. 

870.37001Prenatal developmental 
toxicity study 

870. 1200/Acuta dennal toxk:ity 

Phllllps, S. (2009) Mfscellaneous Chernfstry lnformatfon: Resultix. 830.6315/Aammablrtty 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phlllips, S. (2009) M~callaneous Chemistry Information: Rasultlx. 830.7550/Partitlon costfldent 
Unpublished study prepared by Piedmont Anlmal HeaHh. 77 p. (n-octanolfwater), shake flask 

Phillips, S. (2009) M~cellaneous Toxicology Information: 
(Resuttlx). UnpubHshed study prepared by Piedmont Anlmal 
Health. 315 p. 

molhod 
870.3250100-day dermal toxicity 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resuhix.. 880.1 tOO/Product Identity and 
Unpt.tlllshed study prepared by Piedmont Animal Health. 77 p. composition 
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0AKKIDGENATIONALLABGAATORY 
MANAGED BY UT-BATTELLE FOR THE DEPARTMENT OF ENERGY 

October 14,2010 

CUSTODY RECEIPT FOR FIFRA CONFIDENTIAL BUSINESS INFORMATION 

TO: Pamela Landis 
Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlin on, VA 22202 

INSTRUCTIONS: 

FROM: R. H. Ross, Group Leader 
Toxicology and Hazard Assessment Group 
1060 Conunerce Park 
Oak Ridge, Tennessee 37830 
(865) 574-7797 FAX (865) 574-5353 
email rossrh@oml.gov 

l. Original of this receipt to be signed by recipient and returned to sender. 
2. Duplicate of this receipt to be retained by recipient. 

TASK 
No. 

I have personally received from the sender material, enclosures, and attachments as identified above. I assume full responsibility 
for the safe bandlin¥, storage, and transmittal of this material in accordance with exisling FIFRA Confidential Business 
Information regulaTion 

DATE RECEIVED'--------- SIGNATURE: -----------
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DA1A PACKAGE BEAN SHEET 
Date: 13-Sep-2010 

Page 1 of 2 

***Registration Information*** 

Registration: 86_81)5-_R_~- ~I;~_IJ_l,_IIX __ lJVL 

Company: 86865- PIEDMONT ANI_i<0_~_t'i_~~~TI:i __________ _ 

Risk Manager: RM 91 -Linda Hollis- (703) ~0~-~?~_3 __ R()(:I_m# __ F:'_Y1 ___ ~-~?§_! __ 

Risk Manager Reviewer: Andrew Bry~l~fld P:B_R_'((::_~~--

Sent Dale: Calculaled Due Dale: 29-Dec-2010 

Type of RegiSlralion: Producl Regi_~lra1ion- ~_e_cli_()fl_~--

Action Desc: (8600_) f\I_E\(1/_AI;NON:FOOD_!.J~E;MI_CROSIAU_B!OCH~~I_C_AL;_ 

Ingredients: 0002_0!,_1~()P~O_P_¥1 myris1a1e %) 

***Data Package Information*** 

Expedite: Q Yes 8 No Date Sen!: 07-Jan-2010 

DP lngredienl: 000207, Isopropyl myris1a1e 

DPTille: 

CSF Included: 0 Yes 8 No Label Included: 0 Yes 8 No Parent DP #: 

Assi~ned To Date In Date Out 

Decision #: 424225 

DP #: (372778) 

PRIA 

Parent DP #: 

Submission #: 863571 

Ediled Due Dale: 

Due Back: 

Organization: BPPD I 8~!=1-

Team Name: RM 91 

07-Jan-2010 Las! Possible Science Due Dale: 03-Jan-2010 

07-Jan-2010 Science Due Dale: 

Reviewer Name: C?_re~!'~_,_gh_~ry_l __ _ 07-Jan-2010 Sub Dala Package Due Date: 

Conlraclor Name: 

* * * Studies Sent for Review* * * 

Prinled on Page 2 

***Additional Data Package for this Decision*** 
No Addilional Dala Packages 

* * * Data Package Instructions * * * 
ConJraclor, 

Please provide DERs for the attached dala volumes. 

Cheryl Greene 
703-308-0352 

264

*P
roduct ingredient source inform

ation m
ay be entitled to confidential treatm

ent*



Page 2 

DP#: {372778) ~ ~ • Studies Sent for Review • ~ ~ Decision#: (424225) 

--'-_:)..iRJD:-:;::r_J;;J{::}~\~:zr 0/XMR-io·:_siilhiii':{,,>.i::-~:: ;:;<_:--1 ""<-· <<~ .:y;;'t\::; ;;'}_-;:.;:;~~;;-7¢ffBtiOi;·-r:(eten;·nce'_':~_;:~:>_:\ <'--- I . ---G·ur~·enne --- :-: __ ,_ · ·:-.><'"! 
47925317 Young, D. (2009) Pivotal Study to Determine Safety and Efficacy 8 t0.3300!Treatments to control 

47925318 

47925302 

47925301 

47925302 

47925301 

47925320 

47925302 

47925314 

47925309 

47925301 

47925319 

47925320 

479253 t7 

47925303 

47925301 

47925301 

47925306 

47925313 

47925306 

47925307 

of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus pests of humans and pets 
sanguineus and Dermacentor variabilis on Dogs. Project Number: 
PAH/09/0036. Unpublished study prepared by Young Veterinary 
Research Services. t9 p. 
Young, D. (2009) Pivotal Study to Determine Safety and Efficacy 
of Isopropyl Myristate (IPM) Tick Spray against Rhipicephalus 
sanuineus and Dermacentor variabilis on Cats. Project Number: 
PAH/09/0065. Unpublished study prepared by Young Veterinary 
Research Services. t8 p. 
Ballard, T. (2009) Determination of the Percent Active Ingredient 
and Impurities in Five Batches of Isopropyl Myristate Technical 
Grade Active Material: {Resultix). Project Number: 09/0033, 
PAH/09/0057. Unpublished study prepared by En-Cas Analytical 
Laboratories. 107 p. 
Phillips, S. {2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 

Ballard, T. (2009) Determination of the Percent Active Ingredient 
and Impurities in Five Batches of Isopropyl Myristate Technical 
Grade Active Material: (Resultix). Proiect Number: 09/0033, 
PAH/09/0057. Unpublished study prepared by En-Cas Analytical 
Laboratories. t07 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Environmental Fate Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Ballard, T. (2009) Determination of the Percent Active Ingredient 
and Impurities in Five Batches of Isopropyl Myristate Technical 
Grade Active Material: (Resultix). Project Number: 09/0033, 
PAH/09/0057. Unpublished study prepared by En-Cas Analytical 
Laboratories. 107 p. 
Kuhn, J. (2009) Resultix Tick Spray: Final Report: Skin 
Sensitization Study in Guinea Pigs. Project Number: 13304109. 
Unpublished study prepared by Stillmeadow, Inc. 16 p. 
Phillips, S. {2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 3 t5 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Garg, D. (2005) Pharmacokinetic, Safety and Tolerance Study ot 
RESUL TZ Pediculicide Rinse in Pediatric Subjects with 
Pediculosis Capitis. Project Number: 04/12394 t/1 08. 
Unpublished study prepared by Hill Top Research, Inc. t03 p. 
Phillips, S. {2009) Environmental Fate Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Young, D. (2009) Pivotal Study to Determine Safety and Efficacy 
of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus 
sanguineus and Dermacentor variabilis on Dogs. Project Number: 
PAH/09/0036. Unpublished study prepared by Young Veterinary 
Research Services. 19 p. 
Omoruan, P. (2005) The Forced Degradation Study for Isopropyl 
Myristate Drug Substance and Isopropyl Myristate Solution (50% 
w/w) by GC: {Resultix). Project Number: PEDtAR/Ot4/0t05/RO. 
Unpublished Study Prepared by Patheon, Inc. 79 p. 
Phillips, S. {2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Serrano, S. (2007) Analysis of Extractables and Leachables in 
HOPE Bottles and PP Caps Used to Package the Isopropyl 
Myristate Formulation {Feasibility Study): (Resultix). Project 
Number: R061229B. Unpublished study prepared by Guidelines, 
Inc. 47 p. 
Kuhn, J. (2002) Piedmont Pedlculocide 1: Final Report: Acute 
Dermal Irritation Study in Rabbits. Project Number: 7090102. 
Unpublished study prepared by Stillmeadow, Inc. 1 t p. 
Serrano, S. (2007) Analysis of Extractables and Leachables in 
HOPE Bottles and PP Caps Used to Package the lsopropyl 
Myristate Formulation (Feasibility Study): (Resultix). Proiect 
Number: R061229B. Unpublished study prepared by Guidelines, 
Inc. 47 p. 
Serrano, S. {2007) Photostability Protocol, Testing Schedule and 
Results for Isopropyl Myristate Solution (50% w/w), ANDA: 
(Resultix). Project Number: PED/SP/022/0107/RO. Unpublished 
Study Prepared by Patheon, Inc. tOp. 

8 t0.3300!Treatments to control 
pests of humans and pets 

830. t700/Preliminary analysis 

880. t200/Description of starting 
materials, production and 
formulation process 
830. t750/Certified limits 

830.7000/pH 

850.4100!Terrestrial plant toxicity, 
Tier t (seeding emergence) 
830. t800/Enforcement analytical 
method 

870.2600/Skin sensitization 

870.5300/ln vitro mammalian cell 
gene mutation test 

830. t700/Preliminary analysis 

870.7485/Metabolism and 
pharmacokinetics 

850.4150!Terrestrial plant toxicity, 
Tier t (vegetative vigor) 
870. 7200/Companion animal safety 

830.63 t31Stability to normal and 
elevated temperatures, metals, and 
metal ions 

830.1750/Certified limits 

830.7220/Boiling poinVboiling range 

830.6320/Corrosion characteristics 

870.2500/Acute dermal irritation 

830.63 t7/Storage stability 

830.6317/Storage stability 
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47925309 -~-'-"-"==-===ccc.._c_cc-'CP~hcHclip2,".'isc.",~,"c,,~,2,'oM'C,""",~,C:,",.",",","T:C,",C:,,",0:,,",",7,,Stc,~cc,":,C',,",", .:.:_cccc~,~,o~.'o,'c"~'"'A';C'ooC.,",':Ooc,':',,cTc,",c,,C.ity""""= 

47925318 

47925309 

47925312 

47925304 

47925315 

47925301 

47925303 

47925301 

47925301 

47925309 

47925301 

47925301 

47925309 

47925304 

47925309 

4792530t 

47925320 

47925309 

47925305 

47925320 

47925309 

47925301 

47925308 

47925301 

(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Young, D. (2009) Pivotal Study to Determine Safety and Efficacy 870.7200/Companion animal safety 
of Isopropyl Myristate (I PM) Tick Spray against Rhipicephalus 
sanuineus and Dermacentor variabilis on Cats. Project Number: 
PAH/09/0065. Unpublished study prepared by Young Veterinary 
Research Services. 18 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

870.2400/Acute eye irritation 

Kuhn, J. (2002) Piedmont Pediculicide t; Final Report: Acute Eye 870.2400/Acute eye irritation 
Irritation Study in Rabbits. Project Number: 7089/02. 
Unpublished study prepared by Stillmeadow, Inc. 16 p. 
Carr, G. (2009) Storage Stability of Isopropyl Myristate 830.6320/Corrosion characteristics 
Manufacturing-Use Product at 25 degrees Celsius and 40 degrees 
Celsius in Carbon Steel Containers for up to 48 Months: Resultix. 
Project Number: PED/SP/019/0706/R1. Unpublished study 
prepared by Patheon. 41 p. 
Goldenthal, E. (2003) 28-Day Oral Toxicity Study in Rats with a 
14-Day Recovery: Resultix. Project Number: 1016/001. 
Unpublished study prepared by MPI Research, tnc. 603 p. 

870.3050/Repeated dose 28-day 
oral toxicity in rodents 

Phillips, S. {2009) Miscellaneous Chemistry Information: Resultix. 830.6303/Physical state 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Omoruan, P. (2005) The Forced Degradation Study for Isopropyl 
Myristate Drug Substance and Isopropyl Myristate Solution (50% 
w/w) by GC: (Resultix). Project Number: PED/AR/014/0105/RO. 
Unpublished Study Prepared by Patheon, Inc. 79 p, 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

830.6320/Corrosion characteristics 

830.7520/Particle size, fiber length, 
and diameter distribution 
830.71 OONiscosity 

870.1300/Acute inhalation toxicity 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830.6319/Miscibility 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830.6302/Color 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Toxicology lnlormation: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

870.5100/Bacterial reverse mutation 
test 

Carr, G. (2009) Storage Stability of Isopropyl Myristate 830.6317/Storage stability 
Manufacturing-Use Product at 25 degrees Celsius and 40 degrees 
Celsius in Carbon Steel Containers for up to 48 Months: Resultix. 
Project Number: PEDISP/019/0706/R1. Unpublished study 
prepared by Patheon. 41 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

870.3200121/28-day dermal toxicity 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830. !BOO/Enforcement analytical 
Unpublished study prepared by Piedmont Animal Health. 77 p. method 
Phillips, S. (2009) Environmental Fate Information: Resultix. 850.2100/Avian acute oral toxicity 
Unpublished study prepared by Piedmont Animal Health. 76 p. test 
Phillips, S. (2009) Miscellaneous Toxicology Information: 870.3050/Repeated dose 28-day 
(Resultix). Unpublished study prepared by Piedmont Animal oral toxicity in rodents 
Health. 315 p. 
Kaminsky, M. (2007) tPM Solution: Flammability/Flash Point: 
(Resultix). Project Number: 10633107. Unpublished study 
prepared by Stillmeadow, tnc. 9 p. 
Phillips, S. {2009) Environmental Fate Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

830.6315/Fiammability 

850.2200/Avian dietary toxicity test 

870 .4200/Carcinogenicity 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 880.140010iscussion offormation of 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Carr, G. (2007) An Investigation of the UVNisible Absorbance 
Properties of Isopropyl Myristate 50% Solution, Isopropyl 
Myristate and (Resultix). Proiect Number: 
PEDIMIS/024/0307/RO. Unpublished Study Prepared by Patheon, 
Inc. 14 p. 

impurities 
830.7050/UVNisible absorption 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830.7840/Water solubility: Column 
Unpublished study prepared by Piedmont Animal Health. 77 p. elution method, shake flask method 
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OP#: (372778) 

MRID I 
47925316 

47925309 

47925304 

47925320 

47925309 

47925303 

47925307 

47925309 

47925301 

47925301 

47925320 

47925309 

47925308 

47925301 

47925310 

47925311 

47925309 

47925301 

47925301 

47925309 

47925309 

47925301 

47925301 

47925309 

47925301 

Page 2 

* • • Studies Sent for Review • • * Decision#: (424225) 

Goldenthal, E. (2003) 28-Day Dermal Toxicity Study in Pigs with 870.3200/21/28-day dermal toxicity 
a 14-Day Recovery: Resultix. Project Number: 1 016/002. 
Unpublished study prepared by MP! Research, Inc. 442 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

870.2600/Skin sensitization 

Carr, G. (2009) Storage Stability of Isopropyl Myristate 830.6313/Stability to normal and 
Manufacturing-Use Product at 25 degrees Celsius and 40 degrees elevated temperatures, metals, and 
Celsius in Carbon Steel Containers for up to 48 Months: Resultix. metal ions 
Proiect Number: PEDtSP/019/0706/R1. Unpublished study 
prepared by Patheon. 41 p. 
Phillips, S. (2009) Environmental Fate Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Omoruan, P. (2005) The Forced Degradation Study for Isopropyl 
Myristate Drug Substance and Isopropyl Myristate Solution (50% 
W/W) by GC: (Resultix). Proiect Number: PED/AR/01410105/RO. 
Unpublished Study Prepared by Patheon, Inc. 79 p. 

850.101 0/Aquatic invertebrate acute 
toxicity, test. freshwater daphnids 
870.3465190-day inhalation toxicity 

830.6317/Storage stability 

Serrano, S. (2007) Photostability Protocol, Testing Schedule and 830.7050/UVNisible absorption 
Results for Isopropyl Myristate Solution (50% w/w), ANOA: 
(Resultix). Project Number: PED/SP/022/0107/RO. Unpublished 
Study Prepared by Patheon, Inc. 10 p, 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

870.5375/ln vitro mammalian 
chromosome aberration test 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830.6304/0dor 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830.7300/Density/relative density 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Environmental Fate Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix), Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Carr, G. (2007) An Investigation of the UVNisible Absorbance 
Properties of Isopropyl Myristate 50% Solution. Isopropyl 
Myristate and (Resultix). Project Number: 
PEO/MIS/024/0307/RO. Unpublished Study Prepared by Patheon, 
Inc. 14 p. 

850.1 075/Fish acute toxicity test. 
freshwater and marine 
870.31 00/90-Day oral toxicity in 
rodents 

830.6317/Storage stability 

Phillips. S. (2009) Miscellaneous Chemistry Information: Resultix. 830.7200/Melting poinVmelting 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Kuhn, J. (2002) Piedmont Pediculicide 2: Final Report: Acute 
Dermal Toxicity Study in Rabbits. Project Number: 7205102. 
Unpublished study prepared by Stillmeadow, Inc. 31 p. 
Kuhn, J. (2002) Piedmont Pediculocide 2: Final Report: Acute 
Dermal Toxicity Study in Rats: Final Report. Project Number: 
7204102. Unpublished study prepared by Stillmeadow, Inc. 33 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 

range 
870.1200/Acute dermal toxicity 

870.1200/Acute dermal toxicity 

870.7485/Metabolism and 
pharmacokinetics 

Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 830.6317/Storage stability 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. {2009) Miscellaneous Chemistry Information: Resultix. 830.7950Napor pressure 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p, 

Phillips, S. (2009) Miscellaneous Toxicology Information: 
(Resultix). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpublished study prepared by Piedmont Animal Health. 77 p. 

870.3700/Prenatal developmental 
toxicity study 

870.1200/Acute dermal toxicity 

830.6315/Fiammability 

830.7550/Partition coefficient 
(n-octanolfwater). shake flask 
method 
870.3250/90-day dermal toxicity 

880. 1100/Product identity and 
composition 
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--
DATA PACKAGE BEAN SHEET 

Date: 12-Aug-2010 
Page 1 of 2 

* * * Registration Information*** 

Registration: 86865-R- RESULTIX TM 

Company: 86865- PIEDMONT ANIMAL HEALTH 

Risk Manager: RM 91 -Linda Hollis- (703) 308-8733 Room# PY1 S-8761 

RiskManagerReviewer: ,,,, .cr'"' C.-h&-t<[f G-g ~EtJL 
Sent Date: ____ _ Calculated Due Date: 29-Dec-2010 

Type of Registraiion: Product Registralion- Section 3 

Action Oesc: (8600) NEW AI;NON-FOOD USE;MICROBIAUBIOCHEMICAL; 

Ingredients: 000207, Isopropyl myristate{  

***Data Package Information*** 

Expedite: 0 Yes CD No Date Sent: 07-Jan-2010 

DP Ingredient: __ _ ----·-

DP Title: ----------- ____ _ 

CSF Included: 0 Yes • No Label Included: 0 Yes 8 No Parent DP #: 

Assigned To Date In Date Out 

Decision #: 424225 

DP #: (372778) 

PRIA 

Parent DP #: 

Submission #: 863571 

Ediled Due Date: -----

Due Back: 

Organization: BPPD f BPS 07-Jan-2010 Last Possible Science Due Date: 03-Jan-201 0 

Team Name: R~M~9~i --------- 07-Jan-2010 Science Due Date: __ _ 

Reviewer Name: ,c~"~'~'~'~· C~h~,~~~~------- 07-Jan-2010 Sub Data Package Due Date: -----· 

Contractor Name:-----------

* * * Studies Sent for Review* * * 
Printed on Page 2 

***Additional Data Package for this Decision*** 

No Additional Data Packages 

***Data Package Instructions*** 
Dear Contractor: 

Please review the following data to detennine its acceptability for the registration ofthc-pmd11ct noted. 

Please provide the following: 

DERs for all MRIDS; 
-REVIEW THE CSF for accuracy and completeness; 
assign PC codes on the CSF for active and inert ingredients; 
summarize any /all data waiver requests and provide a toxicity category for the product. 

If you have questions or need additional information, please contact me at 703 308-0352 or by email at 
£:~n~ene.che1·\ i·7i·eEPA.GOV 268
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47925309 

47925301 

' 301 

47925309 

47925304 

47925309 

47925301 

- 47925320 / 

47925309 

47925305 / 

- 47925320 

47925309 

47925301 

47925308 / 

47925301 
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• • • Studlu: SeiTI for Review • • • Decision#: (424225) 

5 p. 
Young, 0. (2009) Ptvotal Study to Determirte Safety arxl Efficacy 870. 7200/Companlon anCmal safaty 
of Isopropyl Myristate (IPM) Tick Spray against Rhlpfcephalus 
sanulneus and Dermacentor varlabHis on Cats. Project Number: 
PAH/09/0065. Unpublished stt.'dy prepared by Young Veterinary 
Research Services. 18 p. 
Phlll~s. S. (2009) Miscellaneous Toxicology Information: 
(Resuttlx). Unpublished sludy prepared by Piedmont Animal 
Health. 315 p. 

870.2-400/Acute eye irrltatlon 

Kuhn, J. (2002) Piedmont Pediculicide 1: Final Report Acute Eya 870.2400/Acute eye lrritaHon 
Irritation Study in Rabbits. Project Number. 7089102. 
Unpublished study prepared by Stllfmeadow, Inc. 16 p. 
Carr, G. (2009) Storage Stablrrty of Isopropyl Myrlstate 830.6320/Corrosion characteristics 
ManufacturinQ..Use Product at 25 degrees Ce!slus and 40 degflloes 
Celsius in Garbon Steel Contalners for up to 48 Months: Re.sulttx. 
Project Number: PEDISP/019/0706/R1. Unpublished study 
prepared by Patheon. 41 p. 
Goklanthal, E. (2003) 28-Day Oral Toxicity S1udy In Rats with a 
1.4-Qay R&COVery: Resultlx. Project Number: 10161001. 
Unpublished study prepared by MPI Research, Inc. 603 p. 

870.3050/Repeated dose 28-day 
oral1oxicity In roden!.B 

PhHiips, S. (2009) MU!ceH311eous Chemistry lnformatlon: Resultlx. 830.6303/Physical state 
Unpublished study prepared by Piedmont Animal Health. n p. 
Omoruen, P. (2005) The Forced Degradation Study for Isopropyl 
Myristate Drug Substance and Isopropyl Myristate Solution (50% 
wlw) by GC: (Resultlx). ProJect Number: PEO/AR/014/0 105/R.O. 
Unpubnshed Study Prapared byPatheon,lnc. 79 p. 
Phill!ps, S. (2009) Ml:scellaneous Chemistry lnformatlon: Resultix. 
Unpublished study prepared by Piedmont Animal Hea!th. n p. 
Phillips, S. (2009) Miscellaneous Chemistry ln1ormatfon: Resuttlx. 
Unpubflshed study prep11md by Piedmont Animal Health. n p. 
Phillips, S. (2009) MisceUaneous Toxicology Information: 
(Resuftix). UnpubHshed sbJdy prepared by Piedmont Animal 
Health. 315 p. 

830.6320/Corrosion characteristics 

830.7520/Partlcle size, fiber length, 
and d!ameter dlstributlon 
830.7100Mscosfty 

870.1300/Acute Inhalation toxicity 

Phil1ips, S. (2009) Miscellaneous Chemfstry lntormation: Resultix. 830.5319/MisclbMy 
Unpub~shed study prepared by Piedmont Animal Health. 77 p. 
Phillip.s, S. (2009) M\scellomeous Chemistry Information: Resultlx. 830,6302/Color 
Unpublished atudy prepared by Pfedmont Anlnal Health. n p. 
Phii/Jps, s. (2009) Miscellane-ous Toxicology Information: 
(Rasultlx). Unpub~shed study prepared by Piedmont Animal 
Keatth. 315 p. 

870.5100/Bacterlal reverse mulatlon 

'"'' 
Carr, G. (2009) Storage Stab~tty of Isopropyl Myristate 830.6317/Sloraga stability 
Manufacturing-Use Product ill 25 d99ree.s Cetslus and 40 de~;~rees 
Cetslus in Garbon Steal Containers for up to 48 Months: Resultix. 
Project Number: PEDISP/019/0706/R1. Unpublished study 
prepared by Patheon. 41 p. 
Phftlips, S. (2009) Mlscellanaous Toxicology lnformatlon: 
(Resulttx). Unpublished study prepared by Piedmont Animal 
Health. 315p. 
PhiiHps, S. (2009) Miscellaneous Chemistry lnformatfon: Resultlx. 
Unpublll!hed study prepilred by P~mon1 Animal Health. 77 p. 
PhiUlps, S. (2009) Environmental Fate Information: Result!x.. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Phinips, S. (2009) Mtscel1aneous Toxicology Information: 
(Resulttx). Unpubll:!!hed study prepared by Pledmon1 Animal 
Health. 315 p. 
Kaminsky, M. (2007) IPM Solution: Aammablllty/Ffash Point 
(Resuttix). Project Number: 10633/07. Unpublfslled study 
prepared by Stlllneadow, Inc. 9 p. 
Phillips, S. (2009) Environmental Fa1e Information: Re.sulttx. 
Unpubltshed study prepared by Piedmont Animal Health. 76 p. 
Ph~llps, S. (2009) M"rscellaneous Toxlcoklgy Information: 
(Resulttx). Unpublrshed study prepared by Piedmont Animal 
Health. 315 p. 
Phlll~s. S. (2009) Miscellaneous Olemistry Information: Resultlx. 
Unpublished study prepared by Piedmont Anrnal Health. T7 p. 
Carr, G. (2007) An lnve!tigation of the LNNlsfble Absorbance 
Properties of Isopropyl Myristate 50% SoiLJtlon, Isopropyl 
Myrlstate and : (Resulttx). Project Number: 
PEOIMISI024/0307/RO. Unpublished Study Prapared by Pstheon, 
Inc. 14 p. 

870.3200121128-day dermal toxicity 

830.1800/Enforcamsnt analylical 
method 
850.21 DO/Avian acute oral1oxicity 

'"'' 870.3050/Re['e~t&d dose 28-day 
oral toxicity fn ~ortfo,;ts 

830.6315/Fiam'rriabllfty 

,870.~200/Card'lr.gen'·~ 

880.1400/Dfs(-<l'lri-lr 8f formation of 
Impurities 
830.7050/UVNJ.>i.J.e absorption 

Phillfps, S. (2009) Miscellaneous Chemistry Information: Resulttx. 830.7840/VVa1er solubHtty·, Column 
Unpublished study prapared by Piedmont Animal Health. T7 p. elution method, shake flask method 
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1 

~J~;J;;:;:~.~tu~dyw.prapared by ReM!arch, Inc. «2 p. 
(2009) Mlsceltaneous Toxicology lnformaHon: 

!~<>~o"'c! .. LUnpublished study prepared by Piedmont AnEmal 
p. 

Decision#: (424225) 

870.2600/Skin senslttzation 

Carr, G. (2009) Storage StablHty of Isopropyl Myristate 830.63 t3/Stabllfty to normal and 
rvtanufacturing-Use Product at 25 degrees Celsius and 40 degrees elevated temperatures, metals, and 
Celsius in Carbon Steel Containers for up to 48 Months: Resultlx. metal fons 
Project Number: PED/SP!019f07061R I. Unpublished study 
prepared by Patheon. 41 p. 
Phfllip:s, S. {2009) Environmental Fate Information: Resultix. 
UnpubHshed study prepared by Piedmont Animal Health. 76 p. 
Philffps, S. (2009) Miscellane-ous Toxicology Information: 
(Resulttx). Unpublished study prepared by Piedmont Animal 
Health. 315 p. 
Omoruan, P. (2005) The Forced DegradaHon Study for Isopropyl 
Myrlstate Drug Substance and Isopropyl Myristate Solutkm (50% 
wlw) by GC: (Resuttix). Project Number. PED/AR/0 t4/0 t05/RO. 
Unpublished Study Prepared by Patheon, Inc. 79 p. 

850. t01 OfAquatic ~vertebrate acute 
toxicity, test, freshwater daphnlds 
870.3465190-day inhalation to:dcfty 

830.6317fStorage stability 

Serrano, S. (2007) Photostablnly Protocol, Testing Schedule and 830.7050fUVMsible absorption 
Resulb for Isopropyl Myristate SoluUon (50% wfw), ANDA: 
(Rasultix). Project Number: PEDfSPf022f0107/RO. Unpub~shed 
Study Prepar8d by Patheon, loc. 10 p. 
Phillrps, S. (2009) Miscellaneous Toxicology Information: 
(Resulfu). Unpub~shed study prepared by Piedmont Animal 
Health. 3 t5 p. 

870.5375/ln vitro mammaffan 
chromosome aberration test 

Philn~. S. (2009) Miscellane-ous Chemistry lnfoll"'l1ation: Re!!ultix. 830.8304/0dor 
Unpubffshed study prepared by Piedmont Animal Health. 77 p. 
Phlflips, S. (2009) MisceHaneou.s Chemisby Information: Resultlx. 830.7300fDenslty/relatJve density 
Unpublished study prepared by Piedmont Animal Health. 77 p. 
Phfll!ps, S. (2009) Environmental Fate lnformaHon: Re!luitix. 
Unpublished study prepared by Piedmont Animal Health. 76 p. 
Phlmps, S. (2009) Mfscellaneous Toxicology Information: 
(Rasultlx). Unpublished study prepared by P~mont Animal 
Health. 315 p. 
Carr, G. (2007) An Investigation of the UV~Ible Absorbance 
Properties of Isopropyl Myristate 50% Solution, Isopropyl 
Myristate and : (Resultlx). Project Number: 
PED/MIS/024/0307/R.O. Unpublished Study Prepared by Patlleon, 
Inc. 14p. 
Phfllips, S. (2009) Miscellaneous Chemistry Information: Resulttx. 
Unpublished study prepared by Pfedmont Animal Health. 77 p. 
Kuhn, J. {2002) P~mont PedlcuBclde 2: Final Report Acute 
Dermal Toxicity Study in RabbHs. Project Number: 7205102. 
Unpublfshed study prepared by Stlllmeadow, Inc. 31 p. 
Kuhn, J. (2002) Piedmont Pedk;uloclde 2: Final Report Acute 
Dermal Toxicity study in Rats: Final Report. Proiect Number: 
7204102. Unpublished study prepared by Stlllmeadow, Inc. 33 p. 
Phillips, S. (2009) Mlsceflaneoua Toxicology Information: 
(Rasultlx). Unpublished study prepared by Piedmont Animal 
Heatth. 315 p. 

850. t0751Rsh acute toxicity test, 
freshwater and marins 
870.3100/90-Day oral toxicity In 
rodents 

830.6317fStorage stabilfty 

830.7200/Melting pointfmetting 

"""" 870.1200fAcute dermal toxicity 

870. t200/Acute dermal toxicity 

870.7485/Mstabolism and 
pharmacokfnetics 

Phillips, S. (2009) Miscellaneous Chem~ry Information: Resulttx. 830.6317/Storage stability 
Unpubll.!lhed study prepared by Piedmont Animal Heatth. 77 p. 
Phillips, S. {2009) Miscellaneous Chemlstry Information: Resultlx. 830.7950N~~· ~r~ure 
Unptblished study prepared by Pl&lmont Animal Health. 77 p. 
Phlmps, S. {2009) Miscellaneous Toxicology Information: 
(Resultlx). Unpublished study prepared by Piedmont Animal 
Ha.alth. 3 t5 p. 
Phllnps, S. {2009) Miscellaneous Toxicology Information: 
(Rasultlx). Unpublished study prepared by Piedmont Animal 
Health. 3 t5 p. 
PhUIIps, S. (2009) Miscellaneous Chemistry Information: Resultix. 
Unpub~shed study prepared by Piedmont Animal Health. 77 p. 
Phillips, S. (2009) Miscellaneous Chemistry Information: Resurti>... 
Unpublished study prepared by P~mont Animal Health. 77 p. 

Phillfps, S. (2009) Mlscellaneous Toxicology Information: 
(Resu!tix). Unpublished study prepared by Piedmont Animal 
Ha.alth. 315 p. 
Phmlps, S. (2009) Miscellaneous Chemistry Information: Resultix.. 
UnpubHshed study prepared by PledmontAnfmal Health. 77 p. 

870.3700fPmill"it31" d;velopmental 
toxicity study · · · ' 

830-.6315/Fia:Tim<.bl~;:y . . . 

&3J. 7550/Partitioh coefficient 
(n-octanol!w&;tr), so11'ke flask 
method 
670.325Qf90-th~· r<rrmal toxicity 

880.1100fProduct identity and 
composition 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA-HO-OPP-2010-0096; FRL-8811-6] 

Pesticide Products; Registration 
Applications 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: EPA has received applications 
to register pesticide products containing 
active ingredients not included in any 
previously registered pesticide 
products. Pursuant to the provisions of 
section 3(c)(4) of the Federal Insecticide, 
Fungicide, and Rodenticide Act 
(F1FRA), EPA is hereby providing notice 
of receipt and opportunity to comment 
on these applications. 
DATES: Comments must be received on 
or before April 9, 2010. 
ADDRESSES: Submit your comments, 
identified by docket identification (ID) 
number and the File Symbol(s) of 
interest as shown in the body of this 
document, by one of the following 
methods: 

• Federal eRulemaking Porto!: http:! I 
w1...w.regu/ations.gov. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
(OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460--0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. 5--4400, One 

Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility's normal hours of operation 
(8:30a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
(703) 305-5805. 

Instructions: Direct your comments to 
the docket Identification (ID) number 
and the File Symbol(s) for the 
application[s) of interest as shown in 
the body of this document. EPA's policy 
is that all comments received will be 
included in the docket without change 
and may be made available on-line at 
http://www.regulotions.gov, including 
any personal information provided, 
unless the comment includes 
information claimed to be Confidential 
Business Information (CBI) or other 
information whose disclosure is 
restricted by statute. Do not submit 
information that you consider to be CBI 
or otherwise protected through 
regulations.gov or e-mail. The 
regulations.gov website is an 
"anonymous access" system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in U1e body of your comment. 
If you send an e-mail comment directly 
to EPA without going through 
regulations.gov, your e-mail address 
will be automatically captured and 
included as part of the comment that is 
placed in the docket and made available 
on the Internet. If you submit an 

electronic comment, EPA recommends 
that you include your name and other 
contact information in the body of your 
comment and with any disk or CD-ROM 
you submit. If EPA cannot read your 
comment due to technical difficulties 
and cannot contact you for clarification, 
EPA may not be able to consider your 
comment. Electronic files should avoid 
the use of special characters, any form 
of encryption, and be free of any defects 
or viruses. 

Docket; All documents in the docket 
are listed in the docket index available 
at http://www.regulations.gov. Although 
listed in the index, some information is 
not publicly available, e.g., CBI or other 
information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
is not placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either in the 
electronic docket at http:// 
www.regulations.gqv, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S-
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
hours of operation of this Docket 
Facility are from 8:30a.m. to 4 p.m., 
Monday through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305-5805. 

FOR FURTHER INFORMATION CONTACT: The 
Regulatory Action Leader, Biopesticides 
and Pollution Prevention Division 
(7511P), listed in the following table: 

Regulatory Action Leader Telephone Number and E-
mail Address Mailing Address File Symbol(s) 

Driss Benmhend (703] 308-9525 Biopesticides '"' Pollution Prevention 5481-LAI 
benmhend.driss @epa.gov Division (7511P) 5481-LAO 

Office of Pesticide Programs 5481-LTN 
Environmental Protection Agency 5481-LTR 

i 
' t200 Pennsylvania Ave., NW. 

Washington, DC 20460--0001 

Susanne Cerrelli (703) 308-8077 Do. 86174-E 
cerrel/i.susanne@epa.gov 86174-G 

86174-R 
86174-U 

Cheryl Greene i (703) 308-0352 Do I 86865-R 
greene.cheryl@epa.gov 

Denise Greenway (703) 308-8263 Do. 70051-RNL 
greenway.denise@epa.gov 84888-E 

84888-R 

Anna Gross . (703) 305-5614 1 Do . 67986-A 
gross. anna @epa.gov I 
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Regulatory Ac~on Leader Telephone Numbm and E-
mail Add1ess Mailing Address File Symbol(s) 

Jeannine Kausch (703) 347-8920 Do. 
kausch.jeannine @epa.gov 

! 
Kathleen Martin (703) 308-2857 Do. 

martin.kathleen@epa.gov 

I 

Ch1is Pfeifer (703) 308-:003 t I Do pfeifer.chn's@epa.gov 

Ann Sibold (703) 305-6502 Do. 
slbold. ann@ epa.gov 

Menyon Adams (703) 347-8496 Do. 
adams.menyon @epa.gov 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this Action Apply to Me? 
You may be potentially affected by 

this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311). 
• Pesticide manufacturing (NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
(NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person associated with the File 
Symbol of illterest and listed under FOR 
FURTHER INFORMATION CONTACT. 

B. What Should I Consider as I Prepare 
My Comments for EPA? 

1. Submilling CBI. Do not submit this 
information to EPA through 
regulations.gov or e-mail. Clearly mark 
the part or all of the information that 
you claim to be CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside of the 
disk or CD-ROM as CBI and then 
identify electronically ·within the disk or 

CD-ROM the specific information that is 
claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. Information so marked 
wm not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing your comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket ID 
number and othilr identifying 
information (subject heading, Federal 
Register date, and page number). If you 
are commenting on a docket that 
addresses multiple products, please 
indicate to which File Symbol(s) your 
comment applies. 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

68539-l 
68539-0 

68539-RN 
8ll79--E 
84059....0 

84059-RN 

239--ETNE 
239--ETNG 
239--ETNU 

733t4-A 
' 73314-T 

' 83028-RN 

84059-RR 

80286-RA 
80286-RT 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. Registration Applications 
EPA received applications to register 

pesticide products containing active 
ingredients not included in any 
previously registered products. Pursuant 
to the provision of section 3(c)(4) of 
FIFRA, EPA is hereby providing notice 
ofreceipt and opportunity to comment 
on these applications. Notice of receipts 
of these applications does not imply a 
decision by the Agency on the 
applications. 

1. File Symbol: 239-ETt\TE. Docket 
Number: EP A-HQ-OPP-201 0-0094. 
Applicant: OMC Consulting, 828 
Tanglewood Lane, East Lansing, MI 
48823 (on behalf of The Scotts Company 
LLC, d/b/a The Ortho Group, P.O. Box 
190, Marysville, OH 43040). Product 
Name: Phoma Tech. Active Ingredient: 
Phoma macrostoma strain 94-44B at 
92%. Proposed Classification/Use: 
Manufacturing-use product. (K. Martin). 

2. File Symbol: 239-ETNG. Docket 
Number: EPA-HQ-OPP-2010-0094. 
Applicanl: OMC Consulting, 828 
Tanglewood Lane, East Lansing, W 
48823 (on behalf of The Scotts Company 
LLC, d/b/a The Ortho Group, P.O. Box 
190, Marysville, OH 43040). Product 
Name: Phoma H. Acfive Ingredient: 
Phoma macrostoma strain 94-44B at 
92%. Proposed Classification/Use: 
Terrestrial (nonfood, residential 
outdoor). (K. Martin). 

3. File Symbol: 239-ETNU. Docket 
Number: EPA-HQ-OPP-2010-0094. 
Applicant: OMC Consulting, 828 
Tanglewood Lane, East Lansing, MI 
48823 (on behalf of The Scotts Company 
LLC, d/b/a The Ortho Group, P.O. Box 
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190, Marysville, OH 43040). Product 
Nome: Ph om a P. Active Ingredient: 
Phoma macrostomo strain 94-44B at 
92%. Proposed Classification/Use: 
Terrestrial (nonfood, residential 
outdoor, nurseries, greenhouses). (K. 
Martin). 

4. File Symbol: 5481-LAI. Docket 
Number. EPA-HQ-OPP-2010-0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Name: AMV-1018 
Technical. Active Ingredient: 3-decen-2-
one at 98%. Proposed Classification! 
Use: Manufacturing-usc product. (D. 
Benmhend). 

5. File Symbol: 5481-LAO. Docket 
Number: EPA-HQ-OPP-2010--0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 {on 
behalf of AMV AC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1705). Product Name: AMV~1018 67.5 
EC. Active Ingredient: 3-dccen-2-one at 
67.5%. Proposed Classification/Use: 
Potato sprout inhibitor for indoor use 
onlv. {D. Benmhend). 

6: File Symbol: 5481-LTN. Dockel 
Number: EPA-HQ-OPP-2010-0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Name: AMV~1018 90 EC. 
Active Ingredient: 3-decen-2-onc at 
90%. Proposed Oassification/Use·. 
Potato sprout inhibitor for indoor usc 
only. (D. Benmhend). 

7. File Symbol: 5481-LTR. Docket 
Number. EPA-HQ-OPP-2010-0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Nome: AMV-1018 EP. 
Active Ingredient: 3-decen~2-one at 
98%. Proposed Classification/Use: 
Potato sprout inhibitor for indoor usc 
only. (D. Benmhend). 

8. File Symbol: 67986-A. Docket 
Number: EPA-HQ-OPP-2009--0539. 
Applicant: Interregional Research 
Project Number 4 (IR-4), Rutgers 
University, 500 College Road East, Suite 
201W, Princeton, NJ 08540 (on behalf of 
OmniLytics, 5450 W. Wiley Post Way, 
Salt Lake City, UT 84116). Product 
Name: AgriPhage CMM. Active 
Ingredient: Bacteriophage of Clavibacter 

michigonensis subsp. michigonensis at 
0.05%. Proposed Classification/Use: 
Bactericide far usc against canker on 
tomato. (A. Gross). 

9. File Symbol: 68539-1. Docket 
Number: EPA-HQ-OPP-2010--0057. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf ofBioWorks Incorporated, 100 
Rawson Road, Suite 205, Victor, NY 
14564). Product Name: G-41 Technical. 
Active Ingredient: Trichoderma virens 
strain G-41 at 12.1 %. Proposed 
Classification/Use: Manufacturing-use 
product. a. Kausch). 

10. File Symbol: 68539----Q. Docket 
Number: EPA-HQ-OPP-2010-0057. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street T\llN'., 
Suite 1000, Washington, DC 20036 (on 
behalf ofBioWorks Incorporated, 100 
Rawson Road, Suite 205, Victor, NY 
14564). Product Name: BW240 WP. 
Active Ingredient: Trichoderma virens 
strain G-41 at 0.51%. Proposed 
Classification/Use: Preventative 
fungicide for control of disease 
organisms such as Pythium, 
Pl1ytaphthora, Rhizoctonio, and 
Fusarium on various crops. a. Kausch) 

11. File Symbol: 68539--RN. Docket 
Number: EPA-HQ-OPP-2010-0057. 
Applicant: Technology Sciences Group 
lncorporaled, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf ofBioWorks Incorporated, 100 
Rawson Road, Suite 205, Victor, NY 
14564). Product Name: BW240 G. Active 
Ingredient: Trichoderma virens strain G-
41 at 0.61 %. Proposed Classification/ 
Use: Preventative fungicide for control 
of disease organisms such as Pythium, 
Phytophthora, Rhizoctonia, and 
Fusarium on various crops. (J. Kausch). 

12. File Symbol: 70051-RNL. Docket 
Number: EPA-HQ-OPP-2010-0103. 
Applicant: Certis USA LLC, 9145 
Guilford Road, Suite 175, Columbia, MD 
21046. Product Name: CX-9090. Active 
Ingredient: Bacillus subtilis strain CX-
9060 at 25.0%. Proposed Classification! 
Use: For the control or suppression of 
fungal and bacterial diseases of 
horticultural crops. (D. Greenwav). 

13. File Symbol: 73314-A. DoCket 
Number: EPA-HQ-OPP-2010-0093. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 {on 
behalf of Natural Indusiiics 
Incorporated, 6223 Theall Road, 
Houston, TX 77066). Product Name: 
NoFly(tm). Active Ingredient: 
Poecilomyces fumosoroseus strain FE 
9901 at 18%. Proposed Classification/ 
Use: Greenhouse (only) for control of 
whiteflies, aphids, thrips, psyllids, 
mealybugs, leaf hoppers, plant bugs, 

weevils, grasshoppers, mormon crickets, 
locust, and beetles on all greenhouse 
and nursery crops including 
ornamentals, vegetables, and herbs. (K. 
Martin). 

14. File Symbol: 73314-T. Docket 
Number. EPA-HQ-OPP-2010-Q093. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NVV., 
Suite 1000, Washington, DC 20036 (on 
behalf of Natural Industries 
Incorporated, 6223 Theall Road, 
Houston, TX 77066). Product Name: 
NoFly(tm) Technical. Active Ingredient: 
Paecilomyces fumosoroseus strain FE 
9901 at 69%. Proposed Classification/ 
Use: Manufacturing-use product. (K. 
Martin). 

15. File Symbol: 81179-E. Docket 
Number. EPA-HQ-OPP-2010-0056. 
Applicant: Interregional Research 
Project Number 4 (IR-4), Rutgers 
University, 500 College Road East, Suite 
201W, Princeton, NJ 08540 (on behalf of 
BioProdex Incorporated, 8520 NW 2 
Place, Gainesville, FL 32607-1423). 
Product Name: SolviNix. Active 
Ingredient: Tobacco Mild Green Mosaic 
Tobamavirus at 3%. Proposed 
Oassification!Use: Post-emergent 
herbicide for control of tropical soda 
apple (Solanum viarum) in citrus, 
forestry, grass pastures, rangeland, sod
production fields, roadsides, sugarcane, 
temperate fruits and nuts, tropical fruits 
and nuts, turf, Conservation Reserve 
Program and other natural areas, and 
rights-of-way. (J. Kausch). 

16. File Symbol: 83028-RN. Docket 
Number. EPA-HQ--OPP-2010-0080. 
Applicant: NCA Biotech Incorporated, 
3406 Pomona Boulevard, Pomona, CA 
91768. Product Name: Technical 
Salicylic Acid. Active Ingredient: 
Salicylic Acid at 98.7%. Proposed 
Classification/Use: Manufacturing-use 
product for formulation into plant 
growth regulator end~use products. a. 
Pfeifer). 

17. File Symbol: 84059--0. Docket 
Number: EPA-HQ-OPP-2010-0058. 
Applicant: Marrone Bio Innovations 
Incorporated, 2121 Second Street, Suite 
B-107, Davis, CA 95618. Product Name: 
MBI-203 TGAI. Active Ingredient: 
Chromobacterium subtsugae strain 
PRAA4-F at 100.00%. Proposed 
Classification/Use: Manufacturing-use 
product. (J. Kausch). 

18. File Symbol: 84059-RN. Docket 
Number. EPA-HQ-OPP-2010-0058. 
Applicant: Marrone Bio Innovations 
Incorporated, 2121 Second Street, Suite 
B-107, Davis, CA 95618. Product Name: 
MBI-203 EP. Active Ingredient: 
Chromobacterium subtsugoe strain 
PRAA4-F at 94.50%. Proposed 
Classification/Use: Insecticide for usc in 
the control or suppression of many 
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foliar-feeding pests such as caterpillars, 
foliage-feeding coleopteran, aphids, 
whiteflies, and plant-sucking mites on 
ornamental plants, turf, and various 
edible crops. (J. Kausch). 

19. File Symbol: 84059-RR Docket 
Number: EPA-HQ--OPP-2010-0079. 
Applicant: Marrone Bio Innovations 
Incorporated, 2121 Second Street, Suite 
B-107, Davis, CA 95618. Product Nome: 
MBI-005. Active Ingredient; 
Streptomyces acidiscabies strain RL-
11QT at 100%. Proposed Classification! 
Use: Manufacturing-use product. (A. 
Sibold). 

20. File Symbol: 84888-E. Docket 
Number. EPA-HQ-OPP-2010-0090. 
Applicant: Technology Sciences Group 
Incorporated, 712 Fifth Street, Suite A, 
Davis, CA 95616 (on behalf of Agrium 
Advanced Technologies RP 
Incorporated, 10 Craig Street, Brantford, 
Ontario Canada N3R 7]1). Product 
Name: Nivalis. Active Ingredient: 
Typhula phacorrhiza strain 94671 at 
4.00%. Proposed Classification/Use: 
Biofungicide for turf. (D. Greenway). 

21. File Symbol: 84888-R. Docket 
Number: EPA-HQ-OPP-2010-0090. 
Applicant: Technology Sciences Group 
Incorporated, 712 Fifth Street, Suite A, 
Davis, CA 95616 (on behalf of Agrium 
Advanced Technologies RP 
Incorporated, 10 Craig Street, Brantford, 
Ontario Canada N3R 7J1). Product 
Name: Nivalis TechnicaL Active 
Ingredient: Typhula phacorrhiza strain 
94671 at 4.00%. Proposed 
Classification/Use: Manufacturing-use 
product. {D. Greenway). 

22. File Symbol: 86174-E. Docket 
Number: EPA-HQ-OPP-2010-0100. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Fcrm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tulln, 
Austria). Product Name: Aureobasidium 
pullulans strain DSM 14940 Technical. 
Active Ingredient: Aureobasidium 
pullulans strain DSM 14940 at 80%. 
Proposed Classificotion!Use: 
Manufacturing-use product. {S. Ccrrelli). 

23. File Symbol: 86174-G. Docket 
Numbers: EPA-HQ-OPP-2010-0100 
and EPA-HQ-OPP-2010-0106. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tulin, 
Austria). Product Name: Botector. 
Active Ingredients: Aureobosidium 
pullulans strain DSM 14940 at 50% and 
Aureobosidium pullulons strain DSM 
14941 at 50%. Proposed Clossificotion/ 
Use: Fungicide for agricultural, 
commercial, and residential use on 
citrus, grapes, pome fruits, stone fruits, 
and strawberries. (S. Cerrelli). 

24. File Symbol: 86174--R. Docket 
Number. EPA-HQ-OPP-2010-0106. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tullo, 
Austria). Product Name: Aureobasidium 
pullulans strain DSM 14941 Technical. 
Active Ingredient: Aureobasidium 
pullulans strain DSM 14941 at 80%. 
Proposed Classification/Use: 
Manufacturing-use product. (S. Cerrclli). 

25. File Symbol: 86174-U. Docket 
Numbers: EPA-HQ-OPP-2010-0100 
and EPA-HQ-OPP-2010-0106. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tulln, 
Austria). Product Name: Blossom 
Protect. Active Ingredients: 
Aureobasidium pullulans strain DSM 
14940 at 32.25% and Aureobasidium 
pullulans strain DSM 14941 at 32.25%. 
Proposed Clossification!Use: Fungicide 
for agricultural, commercial, and 
residential usc to prevent fire blight on 
pomc fruits. {S. Cerrclli). 

26. File Symbol: 86865-R. Docket 
Number: EPA-HQ--OPP-2010-0082. 
Applicant: Piedmont Animal Health, 
204 Muirs Chapel Road, Suite 200, 
Greensboro, NC 27410. Product Name: 
Resultix(tm). Active Ingredient: 
Isopropyl Myristate at 50%. Proposed 
Classificolion!Use: Insecticide for use 
against ticks on cats and dogs. (C. 
Greene). 

27. File Symbol: 80286-RT. Docket 
Number. EPA-HQ-OPP-2010-0040. 
Applicant: ISCA Technologies 
Incorporated, 1230 Spring Street, 
Riverside, CA 92507. Product Name: 
ISCA TuTa MP. Active Ingredient: 
(E,Z,Z)-3,8, 11-Tetradecatrienyl Acetate 
at 96.31%. Proposed Classification/Use: 
Manufacturing-use product. (M. 
Adams). 

28. File Symbol: 80286-RA. Docket 
Number: EPA-HQ-OPP-2010-0040. 
Applicant: ISCA Technologies 
Incorporated, 1230 Spring Street, 
Riverside, CA 92507. Product Name: 
SPLAT TuTa(tm). Active Ingredient: 
(E,Z,Z)-3,8,11-Tctradecatrienyl Acetate 
at 0.3%. Proposed Classification/Use: 
Straight-carbon-chain Lepidoptera 
pheromone (SCLP) for use against 
tomato leafminer on all crops and in 
non-crop areas. (M. Adams). 

List of Subjects 

Environmental protection, Pesticides 
and pests. 

Dated: Marcll 1, 2010. 
Keith A. Matthews, 
Acting Director, Biopesticides and Pollution 
Prevention Division, Office of Pesticide 
Programs. 
IFR Do(:. 2010--4835 Filed 3-9-10; 8:4S am] 
HilliNG COOE 6~6o-5o-S 

FEDERAL DEPOSIT INSURANCE 
CORPORATION 

Agency Information Collection 
Activities: Submission for OMB 
Review; Comment Request 

AGENCY: Federal Deposit Insurance 
Corporation (FDIC). 
ACTION: Notice of information 
collections to be submitted to OMB for 
review and approval under the 
Paperwork Reduction Act of 1995. 

SUMMARY: In accordance with the 
requirements of the Paperwork 
Reduction Act of 199 (44 U.S.C. chapter 
35), the FDIC hereby gives notice that it 
plans to submit to the Office of 
Management and Budget (OMB) a 
request for OMB review and renewal of 
its "Foreign Banks" information 
collection (OMB No. 3064-0114). 
DATES: Comments must be submitted on 
or before April 9, 2010. 
ADDRESSES: Interested parties are 
invited to submit written comments. All 
comments should refer to the name of 
the collection. Comments may be 
submitted by any of the following 
methods: 

• http://www.FDIC.gov/regulotions! 
lows/federallpropose.html. 

• E-mail: comments@fdic.gov. 
• Mail: Leneta G. Grcgorie 

(202.898.3719), Counsel, Federal 
Deposit Insurance Corporation, 
PA1730-3000, 550 17th Street, NW., 
Washington, DC 20429. 

• Hand Delivery: Comments may be 
hand-delivered to the guard station at 
the rear of the 550 17th Street Building 
(located on F Street), on business days 
between 7 a.m. and 5 p.m. 

All comments should refer to the 
relevant OMB control number. A copy 
of the comments may also be submitted 
to the FDIC Desk Officer, Office of 
Information and Regulatory Affairs, 
Office of Management and Budget, New 
Executive Office Building, Room 10235, 
Washington, DC 20503. 
FOR FURTHER INFORMATION CONTACT: For 
further information about the 
information collection discussed in this 
notice, please contact Leneta G. 
Gregorie, by telephone at (202) 898-
3719 or by mail at the address identified 
above. 
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To: Patti Ten8rook/R9/USEPAIUS, 
Cc 
Bee 
SuiJJect Re: Isopropyl myrfstate 
From: Cheryl Greene/DC/USEPAIUS- Thursday 03/11/2010 05:03PM 

Dear Doctor TenBrook: 

Thank you for your email. It is pretty early in the review process for this action so, I don't have 
any substantative informatio that I can pass on to you yet. However, I can tell you that we will 
do thorough environmental fate, and ecological effects reviews. I am passing your information 
on to the science review team for Isopropyl myristate. I will followup with them over the next 
week for feedback and keep you posted. In the meantime, if the inquiry you received came from 

· someone from the general public, would you ask that person to submit his/her comments, 
questions or concerns via the docket for Isopropyl myristate or through our public participation 
process. That way the concern is in the public record and we will be able to address it in our 
decision document. 

As soon a" I get feedback from my science reviewers I will hopefully have more specific 
informatio to pass on to you. In the meantime, if you have questions or additional 
concerns/comments, please let me know. 

Regards, 

Cheryl F. Greene 
Office of Prevention, Pesticides and Toxic Substances 
Office of Pesticide Programs, BPPD/BPB (7511 P) 
U.S. Environmental Protection Agency 
1200 Pennsylvania Avenue, N.W. 
Washington, DC 20004 

Tel: 703 308-0352 
Fax 703 308-7026 
Email: greene.cheryl@epa.gov 

Patti TenBrook Cheryl, I saw that you are the Regulatory Action .. 

From: 
To: 
Date: 
Subjecl: 

Cheryl, 

Patti TenBrook/R9/USEPAIUS 
Cheryl Greene/DC/USEPAIUS@EPA 
03/11/2010 10:10 AM 
Isopropyl myrislate 

03/11/2010 10:10:03 AM 

1 saw that you are the Regulatory Action Leader for the isopropyl myristate product, Resultix, that has 
been submitted for registration. I've had an inquiry as to whether EPA would include a down-the-drain 
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analysis since this product is for use on pets and has a potential pathway to sanitary sewers. Pesticides in 
the sanitary sewers can present problems for wastewater treatment plants, by, for example, upsetting 
secondary treatment processes, or causing NPDES permit compliance challenges. 

Resultix is for use on pets, and as such, has the potential to be washed down drains if people wash their 
pets indoors. This seems like a small thing, and this use of isopropyl myristate might pale in comparison 
to its use in cosmetic products, or as an inert ingredient in other pesticide products, but as we move 
toward (hopefully) less toxic alternatives to pyrethroids in pet products, it is important to ensure that 
problems with new chemicals won't just replace problems we are currently having with pyrethroids. 

Are you able to share any details of what kind of environmental fate assessment will be done for this 
chemical? 

Regards, 
Patti 

Patti L. TenBrook, Ph.D. 
Life Scientist 
U.S. EPA Region 9, CED-5 
75 Hawthorne St. 
San Francisco, CA 94105 
415-947-4223 
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Isopropyl myristate 
Patti TenBrook to: Cheryl Greene 03/11/2010 t0:10 AM 

Cheryl, 

I saw that you are the Regulatory Action Leader for the isopropyl myristate product, Resultix, that has been submitted for registration. I've had an 
inquiry as to whether EPA would include a down-the-drain analysis since this product is for use on pets and has a potential pathway to sanitary 
sewers. Pesticides in the sanitary sewers can present problems for wastewater treatment plants, by, for example, upsetting secondary treatment 
processes, or causing NPDES permit compliance challenges. 

Resultix is for use on pets, and as such, has the potential to be washed down drains if people wash their pets indoors. This seems like a small 
thing, and this use of isopropyl myristate might pale in comparison to its use in cosmetic products, or as an inert ingredient in o1her pesticide 
products, but as we move toward (hopefully) less toxic alternatives to pyrethroids in pet products, it is important to ensure that problems with new 
chemicals won't just replace problems we are currently having with pyrethroids. 

Are you able to share any details of what kind of environmental fate assessment will be done for this chemical? 

Regards, 
Patti 

Patti L TenBrook, Ph.D. 
Life Scientist 
U.S. EPA Region 9, CED-5 
75 Hawthorne St. 
San Francisco, CA 94105 
415-947-4223 
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U Registration OPP Identifier Number 

&EPA 
United Stetes 

Environmental Protection Agency 
Woshington, DC 20460 

Amendment 
Other 

Application for Pesticide - Section I 
I. Company/Product Number 

86865-R 
4. Company/Product (Nome) 

ResultixTM 

2. EPA Product Manoger 

L.Holli:s 

PM# 
91 

3. Proposed Clossification 

U None 0 Restricted 

5. Name and Addross of Applicont (lnclud• ZIP Code! 
Piedmont Animal Health LLC 

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composi~ion and labeling 

204 Muirs Chapel Road, Suite 200 

Greensboro, NC 27410 
t~~A Reg. No. __ j_l.'--"·~,_•_-·..:·l_~-t._1_· _c~~:..>_· _· __ IC._. ____ _ 

~ Check if this iss new 11ddress Product Name 

Section - II 

D Amendment- Explain below. 

D Resubmission in response to Agency letter doted-------

0 Notification- Explain below. 

U Finol printed labels in rap!wnse to 
Agency Iotter dated -,--"A"u'g'-c'----------1 

D RMe TooR Application. '\ , 
" ~-/ 

LJ~Oih~r ---Explain below. 

Exp(anation: Usa additional pagols) if necessary. IFor soclion I and Section II.) 
A 75% waiver of registration service fees under PRIA2 is requested, based on <500 employees and <$10 million in pesticide 

anuual revenue; required documentation is included in Volume 1. The PRIA2 fee schedule is B600. 

1. Ma101ial Th;. Product Will Be Pacbgad In: 

Child-Rosistonl Packaging 

II~:· 
Unit Packaging 

(v" 
,I J No 

Section - Ill 

Water Soluble Packuging 

v •• 
l_{J No 

2. Typo of Containur 

Motel 
171 Plastic 
:- - I Glass 

• dertifidltion must 
be sUiifflitted 

If RYusR No. par 
Unit Packaging wgt. container 

If RYosR 
Packogo wgt 

No. pur 
container 

, Paper 
~ Other (Specify) ________ I 

3. Locution of Not Contents Information 

"' Lobel __j Container 

4. Sizo(sl Ratail Container 

20 mL (0.65 tl oz) 

5. Location of LabaT Directions 

E3 Container 

6. Monnar in Which Label is Affixed to Product DUthograph 
Papar glued 
Stenciled 

Section- IV 

I J Omor 
. 

1. Contact Point 1Compl9te items directly bolow for identification of indivfdu&l to be contact9d, if noc9Ssary, to J;roc~~ this opp.'i;.·l.t.On.l 

Name Title 
Kathleen G. Palma, Plt.D. VP Research & Development 1

-T!T?i.hono N~.-(ln~ludo Aroa Codal 

'~36-544~Q~2il ~ 202 
~----------------------~--~---------------L~ 

Certification 
1 cortily that tho st~:~tamonts I h~:~vo made on this form and ~:~n attachments thereto aro true, accurate and c:omplota, 
1 acknowledge that any knowlinglly false or misleading stotomont may ba punishable by fino or imprisonment or 
both under applicable low. 

3. Title, 

VP Research & Development 

Kathleen G. Palma, Ph.D. 

4. Typed Name 5. Dote 
02 "Dr::c. ;;Loei/ 

EPA Form 8570-1 (Rev. 3-94) Provwus editions oro obsolato. 

6. Data Application 
HUc6tyod 

(Stamped) 

Y•lfow - Applleant Copy 
278



December 3, 2009 

Linda A. Hollis 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division 
U.S. EPA- OPPTS (Mail Code 7515P) 
Ariel Rios Building 
1200 Pennsylvania Avenue NW 
Washington, DC 20460 

WASHINGTOH O,C ""FFIC!;; 

fijlh floor 

flot.r mill b!lilding 

>ea,hinglon, d.c. 20007-3501 

TH 2fJ:.! 96/i 7880 FA~ 202 965 1719 

QTHE:R OFFICC:S 

IHijing, chin" 

new _rork, liCk' )-ark 

porllond, ougan 

,oalllr, 1ra;hingun1 

GSBu.w COH 

' ' ( ( ' c 

Re: Pesticide Registration Submission for RESULTIXTM End-Use Product (EPA 
Registration No. 86865-R) 

Dear Ms. Hollis: 

On behalf Piedmont Animal Health LLC (Piedmont), we are submitting a pesticide 

registration application for RESULTIXTM End-Use Product (EPA Registration No. 86865-R). 

This product is composed of isopropyl myristate as the active ingredient and 

 as the inert ingredient solvent at a ratio by weight of 1:1. lt kills 

ticks on cats and dogs by dissolving the cuticle on the surface of the arthropod, which re~ults in 

the death of the tick by desiccation. This nonfood use is classified as a B600 category uridE:[ 

PRIA 2, with a registration fee of$15,700; Piedmont is requesting a waiver of75% ofth;S · 

registration service fee. 

During a presubmission meeting between Piedmont and members of the Bicchemic8J 

Pesticides Branch of the EPA, the EPA agreed to accept a "reduced safety data S'-f' for 

registration and that all Tier I requirements are to be addressed individually. These Tier I 

requirements are listed in the Data Matrix in Volume 1 and information pertaining to each set of 

requirements are described further in the appropriate volumes indicated below. 

Included in this submission package are the following items: 

• Volume 1 Administrative Materials, including EPA registration forms, draft labels for the 
active ingredient (active) and for the end-use product (EP), and PR!A2 documentation; 
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la A. Hollis 
December 3, 2009 

< ~~2 

• Volumes 2 through 9, physical and chemical properties of the active and of the EP; 

• Volumes 10 through 17, toxicology of the active and of the EP; 

• Volmnes 18 and 19, efficacy and safety of the EP on cats and dogs; 

• Volume 20, pharmacokinetics of the EP; and 

• Volume 21, environmental effects of the active and inert ingredients. 

If you have any questions or need additional information, please do not hesitate to contact 

me. My telephone number is 202-298-1785 and my email address is sphillips@gsblaw.com. 

Attachment 

Regards, 

Susan D. Phillips, M.S. 

Science Advisor 
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December 3, 2009 

Linda A. Hollis 
Biochemical Pesticides Branch 
Biopesticides and Pollution Prevention Division 
U.S. EPA- OPPTS (Mail Code 7515P) 
Ariel Rios Building 
1200 Pennsylvania A venue NW 
W asltington, DC 20460 

WASHINGTON, D.' -,FFICE 

fiflh floor 

flour mill building 

1000 po1omac Jlreel ""' 

waJhinglon, d.c. 20007-3501 

TE~ 202 965 7880 1'"-X 202 965 1729 

OTHER DFFICES 

b-.jing, chino 

nn<' rork, neto )'ork 

pori/and, oregon 

Hallie, waJhin~lon 

GSB~"-W COM 

Re: Pesticide Registration Submission for RESULTIX?~1 End-Use Product (EPA 
Registration No. 86865-R) 

Dear Ms. Hollis: 

On behalf Piedmont Animal Health LLC (Piedmont), we are submitting a pesticide 

registration application for RESUL n:x™ End-Use Product (EPA Registration No. 86865-R). 

This product is composed of isopropyl myristate as the active ingredient and 

 as the inert ingredient solvent at a ratio by weight of I: I. It kills 

ticks on cats and dogs by dissolving the cuticle on the surface of the arthropod, which results in 

the death of the tick by desiccation. This nonfood use is classified as a B600 category ur.der 

PRIA 2, with a registration fee of$15,700~ Piedmont is requesting a waiver of75% offu:s 

registration service fee. 

During a presubmission meeting between Piedmont and members of the BJcchemical 

Pesticides Branch of the EPA, the EPA agreed to accept a "reduced safety data f..t.t'' for 

registration and that all Tier I requirements are to be addressed individually. These Tier I 

requirements are listed in the Data Matrix in Volume I and information pertaining to each set of 

requirements are described further in the appropriate volwnes indicated below. 

Included in this submission package are the following items: 

• Volume 1 Administrative Materials, including EPA registration forms, draft labels for the 
active ingredient (active) and for the end-use product (EP), and PRIA2 documentation; 
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Ja A. Hollis 
December 3, 2009 
Page 2 

• Volumes 2 through 9, physical and chemical properties of the active and of the EP; 

• Volumes 10 through 17, toxicology of the active and of the EP; 

• Volumes 18 and 19, efficacy and safety of the EP on cats and dogs; 

• Volume 20, phannacokinetics of the EP; and 

• Volume 21, environmental effects of the active and inert ingredients. 

If you have any questions or need additional information, please do not hesitate to contact 
me. My telephone number is 202-298-1785 and my email address is sphillips@gsblaw.com. 

Attachment 

Regards, 

Susm1 D. Phillips, M.S. 

Science Advisor 
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TRANSMITTAL DOCUMENT 

1. Name and Address of Submitter 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Agent 

Kathleen G. Palma, Ph.D. 
Vice President of Research & Development 
Email: kpalma@piedmontphmma.com 
Telephone: 336-544-0320 x 202 

2. Regulatory Action for which this Package is Submitted 

Pesticide Registration Submission 
RESULTIXTM 
EPA File Symbol No. 86865-R 
Registration for the End-Use Product 

3. Transmittal Date 

December 3, 2009 

4. List of Submitted Documents 

Volume 1 Administrative Materials 

o Transmittal Document 

• EPA Form 8570-1 (Application for Pesticide Registration) 

• EPA Form 8570A (Confidential Statement of Formula)- one for the active, one iOr the EP 

• Draft labels, 2 sets (5 copies each; one set for the active, one set for the EP) 

• EPA Form 8570-35 (Data Matrix) (with Notes) 

• EPA Form 8570-36 (Summary of the Physical/Chemical Properties) 

e EPA Form 8570-37 (Self-Certification Statement for the Physical/ChemJcc:l Properties) 

• EPA Form 3540-8 (Application for Registration of Pesticide-Producing and Dev:ce
Producing Establishment) (2 pages) 

• Justification for Substitutions and not Conducting Various Tests 

• EPA Meeting Minutes for April30, 2009 and EPA Response Letter 
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• PRIA2 Fee Waiver Documentation, including EPA Small Business Certification Fonn and 
verification of online payment of25% of registration fee 

Volume 2 Miscellaneous Chemistry Information 

Volume 3 Determination of the Percent Active Ingredient and Impurities in Five Batches of 
Isopropyl Myristate Technical Grade Material (EN-CAS Project #09-0033) 

Volume 4 Report for the Forced Degradation Study on Isopropyl Myristate Drug Substance 
and Isopropyl Myristate Solution (50% w/w) by GC (Document Control No. PED
AR-014-0105-RO) 

Volume 5 Storage Stability of Isopropyl Myristate Manufacturing~ Use Product at 25 and 40° 
C in Carbon Steel Containers for up to 48 Months (Document Control No. PED
SP-019-0706-R1) 

Volume 6 Flammability I F!ashpoint (Study No. 10633-07) 

Volume 7 Analysis of Extractables and Leachables in HDPE Bottles and PP Caps Used to 
Package the Isopropyl Myristate  Formulation (Feasibility Study) (Report No. 
R061229B) 

Volume 8 Photostability Protocol, Testing Schedule and Results for Isopropyl Myristate 
Solution (50% w/w), ANDA (Document Control No. PED-SP-022-0107-RO) 

Volume 9 An Investigation of the UV/Visible Absorbance Properties oflsopropyl Myristate 
50% Solution, Isopropyl Myristate and  (Document Control No.: 
PED-MIS-024-0307-RO) 

Volume 10 Miscellaneous Toxicology Information. 

Volume 11 Acute Dermal Toxicity Study in Rabbits (Study No. 7205-02) 

Volume 12 Acute Dermal Toxicity Study in Rats (Study No. 7204-02) 

Volume 13 Acute Eye Irritation Study in Rabbits (Study No. 7089-02) 

Volume 14 Acute Dermal Irritation Study in Rabbits (Study No. 7090-02) 

Volume 15 Skin Sensitization Study in Guinea Pigs (Study No. 13304~09) 

Volume 16 28-Day Oral Toxicity Study in Rats with a 14-Day Recovery (Stuuy ·'lo. 1016-<JO!) 

Volume 17 28-Day Dermal Toxicity Study in Pigs with a 14~Day Recovery (0~nJy No.l016~002) 

Volume 18 Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate (IP:tv!} Tick 
Spray against Rhipicephalus sanguineus and Dermacentor variabilis on D~g:3 
(Study No. PAH-09-0036) 
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Volume 19 Pivotal Study to Detennine Safety and Efficacy of Isopropyl Myristate {1PM) Tick 
Spray against Rhipicephalus sanguineus and Dermacentor variabilis on Cats 
(Study No. PAH-09-0065) 

Volume 20 Pharmacokinetic, Safety and Tolerance Study ofResultz Pediculicide Rinse in 
Pediatric Subjects with Pediculosis Capitis {HTR Study No. 04-123941-108) 

Volume 21 Environmental Fate 1nfmmation 

5. Company Contacts 

MATTHEW R. SCHNEIDER 

mschneider@gs b I a w. com 

GARVEY SCHUBERT BARER 
fijihjloor 
I 000 potomac street nw 
washington, de 20007-3501 

TEL 202 965 7880 x1787 

SUSAN PHILLIPS 
sphillips@gsblaw.cQ!!l 
Science Advisor 
TEL 202 965 7880 X 1785 
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Form Approved OMB No 2070-0060 

-#'"" "'"' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(~·) 401 M Street, S.W. 
~,,_,";!' WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per 
response for registration and 0.25 hours per response for reregistration and special review activities, including time for reading the inslructions 
and completing the necessary forms. Send commenls regarding burden estimate or any other aspect of this collection of information, 
including suggestions for reducing the burden to: Director, OPPE Information Management Oivision (2137), U.S. Environmental Protection 
Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the completed form to this address. 

SELF-CERTIFICATION STATEMENT FOR THE 
PHYSICAL/CHEMICAL PROPERTIES (PR NOTICE 98-1) 

Product Name: RESULTIXTM 

Reg. No./Fi!e Symbol No. 
86865-R (if known) or Company No. 

SELF-CERTIFICATION STATEMENT: 

I certify that the reported information on the "Summary Form" represents a true and accurate 
record of I he test results of studies generated or owned by (Company Name): 
Piedmont Animal Health LLC and that the values of the properties reported are reliable. I further 
certify that such data was generated in substantial conformity with OPPTS Test Guidelines Series 

830 Product Properties, appl"lcable to my product, and in effect at the time of submission. 

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend 
the registration of this product without opportunity for hearing, or (3) assess civil penalties provided 

for in section 14 of FIFRA for violations of section 12(a)(2)(N) of FIFRA without opportunity for 
hearing, if I have not submitted to EPA within thirty (30) days of receipt of a request by the Agency, or 
within a specified time agreed to by the Agency, test results of studies summarized in the "Summary 
Form." 

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend 
the registration of this product without opportunity for hearing, or (3) assess civil penalties provided 
for in section 14 of FIFRA for violations of seclions 12(a)(2)(N), 12(a)(2)(Q), or 12(a)(2)(R) of FIFRA 
without opportunity for hearing, if I fail to provide to EPA within thirty (30) days of P':.'C'E'i:'t of a 
notification of error, or within a specified time agreed to by the Agency, information thC~t EPA 
determines is required to correct the error. 

Applicant's Name: Kathleen G. Palma, Ph.D. 
-

Title: Vice President of Research & Development l Telephone No.: 336-;;44-032~ X 2q2 

App!!cant's Signature: D3;c: 

krJ:i:L__, ~'· c;p~,~) flc. D. u;L l)cc :J_oo/ 

t 

EPA Form 8570-37 (07/JAN/1998) 
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Form Approved 0 MB No. 2070-0060 

-"'"" .,.,, .. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ ft ·~ 401 M Street, S.W. ~~! 
...... ./ WASHINGTON, D.C. 20460 
"'""""' 

Paperwork Reduction Act Notice; The public reporting burden for !his cotlection of information is estimated to average 1 hour per 
response for registration activities and 1 hour per response for reregistration and special review activities, including lime for reading the 
instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of 
information. including suggestions for •educing the burden to: Director, OPPE Information Management Division (2137), U.S. 
Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the completed form to this address. 

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98·1) 

1. Product Name: 2. Reg. No. 

RESULTIX T/11 86865-R 
3. Company Name: 4. Submission Date: 

Piedmont Animal Health LLC December 3, 2009 

5. First Submission [X] 7. Pesticide Type: 
10. Registration [X] 

6. Resubmission [ ] Biochemical 

8. Formulated Manufacturing-Use Product [X] a, 9. End-Use Product [X] 11. Reregistration I l 
13. Product Manager or Chemical Review Manager #/Name (If Known): 12. Rereg Case # 

L. Hollis, PM #91 

14. Guideline Reference 15. Value Or Qualitative Description I Method(s) Used 16. MRID or Report 
No.(Grn)/ Title Where Applicable and References No. 

Group B. Series 830-Physical and Chemical Properties (40 CFR 158.190) 

.6302 Color TGAI: colorless Volume 2 

.6303 Physical State TGA! & EP: liquid Volume 2 

.6304 Odor TGA!: Practically odorless Volume2 

Stability to normal & TGAI & EP: stable under elevated temperatures, acid, 
.6313 elevated temperature, base, oxidation & light; TGA! stable to carbon steel Volumes 4, 5 

metals containers. 

. 6315 
Flammability/ TGA!: flash point by closed cup164°C . 

Volumes 2, 6 
Flame Extension EP: flash point by dosed cup 85 deg C. 

.6317 Storage Stability TGAI and EP: stable up to 48 months Volumes 2, 4, 5, 7, 8 

.6320 
Corrosion 

TGAI & EP: product containers stable Volumes 2, 4, 5, 7 
Characteristics 

.7050 UV/Visible absorption 
Very little or no absorbance exhibited with the UV-A and 

Vf11umAS 8, 9 
UV-B regions of the spectrum 

.7100 Viscosity TGAI: low viscosity; EP: 3.5-3.7 cP Volume 2 
-

.7200 Melting point/ range TGAI: -3-5 deg C ·voJu,ne 2 
---

.7220 Boiling point/ range TGAI: 192.6 deg Cat 20 mm Hg Volume 2 

.7300 
Density/Relative 

TGA!: 0.85 g/ml at 25 deg C; EP: 0.85-0.86 g/ml I Volume 2 
Density/Bulk Density 

.7550 
Partition Coefficient I . 

. 7560 
(n-octanol/water) 

TGAI: 7.17-7.43 I Volume 2 
.7570 ... 
.7840 Water solubility TGAI: Insoluble i Voi•J'Yie 2 

--
.7950 Vapor Pressure TGAI: <1 Torr at 20°C Volume 2 

EPA Form 8570-36 (07/JANf1g98) 
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JUSTIFICATION FOR SUBSTITUTIONS AND NOT 
CONDUCTING VARIOUS TESTS 

Based on the results from the meeting at the EPA, only Tier I data requirements are to be fulfilled 

or otherwise justified as to why the data requirements were not fulfilled. Justifications are 

presented below; additional infonnation is in the Volumes designated for each set. 

Part 158.2030. Biochemical Pesticides Product Chemistry Data Requirements 

Tlrree requirements are NOT APPLICABLE; see table below. See Volume 2 for 

additional information. 

Guideline 
Test 

Test 
Justification for Not Applicable 

Number Material 

830.6319 Miscibility EP The product is NOT an emulsifiable liquid to 
be diluted with petroleum solvents. 

830.7000 pH Both 
Both the MP and the EP are NOT soluble or 
dispersible in water. 

Particle size, fiber The MP is NOT a solid substance with a 
830.7520 length, and diameter MP density of <10-6 giL or a fibrous test 

distribution substance with a diameter of ::o.l urn. 

Part 158.2040. Biochemical Pesticides Residue Data Requirements 

I 

All required residue data are listed; however, all are NOT APPLICABLE because RESULTIX™ 

is not for fOod uses. 
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Part 158.2050. Biochemical Pesticides Human Health Assessment Data 
Requirements 

Acute oral and inhalation toxicity studies utilizing the EP, RESULTIX™, as the test substance are 

not included in this pesticide registration submission package. In addition, studies utilizing IPM 

as the test substance were not found for some Tier I toxicology requirements. These guideline 

requirements are listed in the table below. 1l1e rationales for substituting other studies or for not 

conducting studies are either presented in the table (when brief) or presented in the body of text 

beginning on the next page. In addition, any study for which there is questionable relevancy, such 

as what "significant" exposure is, will also be discussed in this section. 

Guideline Studies Not Submitted 

Gdln No. Description Rationale 

RESUL TIXn1 as the Test Substance 

870.1100 Acute Oral Toxicity See discussion below. 

870.1300 Acute Inhalation Toxicity See discussion below. 

IPM as the Test Substance 

870.3100 90-Day Oral Toxicity The use of RESUL TIX ™ will NOT 
result in repeated oral exposure to 
humans (From Test Note #6 in 
40CFR Part§ 158.2050). 

870.3250 90-Day Dennal Toxicity See discussion below. 

870.3465 90-Day lnltalation See discussion below. 

870.3700 Prenatal Developmental See discussion below. 

870.5300, lin Vitro Manunalian Cell See discussion below. 
5375 

II L__ 

Acute Oral Toxicity- EP 

Available IPM and  acute oral toxicity data and a subchronic 28-day repeat dost oral tu;.:;dty 

study with IPM in rats can be used to fulfill the requirements for an EP acute ore.! toxicity stuCy. 

Both IPM and  are minimally or nontoxic by the oral route of exposure(>~ 3.G glkg bw a.1d 

4800 mg/kg bw, respectively). These two substances are not expected to chemically react t':.'gether 

and each substance is not expected to potentiate the toxicological effects of the other. 

Consequently, a mixture of these two substances together would expect to result in an oral LD50 

value that would be comparable to each individual oral LD50 value; the worst case is the LD50 
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value of  (4800 mglkg bw), which would result in a Toxicity Category III for acute oral 

exposures. In addition, a 28~day repeat~dose oral toxicity study utilizing the EP resulted in 

minimal adverse effects at all doses of 3~ 15 mL!kg bw reversing after a 14-day recovery period. 

Acute Inhalation Toxicity- EP 

Available IPM and  acute inhalation toxicity data can be used to fulfill the requirements for an 

EP acute inhalation study. IPM is essentially nontoxic by the inhalation route of exposure (>33 

mg!L; See Table 3).  is minimally toxic (LC50 = 2. 7- 8.7 mg/L) based on the results from a 

review and a 25 year old study;  

 

IPM and  are not expected to chemically react together and each substance is not expected to 

potentiate the toxicological effects of the other. Consequently, a mixture of these two substances 

together would expect to result in an inhalation LC50 value that would be comparable to each 

individual inhalation LC50 value; the worst case would be the LC50 value of 2.7 mg/L from an 

old not-well documented study utilizing  as the test substance; this would result in a Toxicity 

Category lii for acute inhalation exposures. 

90-Day Dermal Toxicity- TGAI 

Two 28~day dcnnal toxicity studies (CIR, I 982) and two dermal carcinogenicity studies were 

conducted with IPM as the test substance; in addition a 28-day dermal toxicity sh1dy in pigs was 

conducted with the EP. Localized lesions and inflammation were found at the dose sites of 

animals administered 1PM for 28 days. However, there were no adverse effects, including dem1al 

lesions at the dose site, observed in pigs administered the EP for 28 days or for mice administered 

IPM for lifespan. A 90-day dermal toxicity study would be intermediate in length to these two 

study types and consequently, the results would bracket the results from 90 days of expcsure to 

IPM undiluted and localized dermal effects would likely be found after 90 days ofexpo~we, Lut 

not systemic adverse effects. In addition, the pharmacokinetic study conducted '11 children (See 

summary in Physiological Fate section and Volume 20) indicates that absorp~icr. 0f IPM 0;  

after potential dermal exposure from the typical use ofRESULTIX™ is likely t0 be mini'P<tll)r 

nonexistent. 
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90-Day Inhalation Toxicity- TGAI 

A 90-day inhalation toxicity study testing a formulation containing IPM was reported in CIR 

(1982; see Table 4). The only reported adverse effects were increased absolute and relative lung 

weights. In addition, IPM is essentially nontoxic by the inhalation route of exposure(> 33 mg/L). 

This guideline study is required ifthere is a likelihood of significant levels of repeated inhalation 

exposure to the pesticide as a gas, vapor, or aerosol (From Test Note #8 in 40CFR Part 

§ 158.2050). Examples of significant levels of exposure (Test Note #9 of the table in 40CFR Part 

§I 58.2050) include occupational exposure or repeated application of insect repellents directly to 

the skin. The frequency of exposure (excluding route) for these examples can be used for 

determining whether the use of RESULTIX ™ would result in significant levels of exposure to 

humm1s. TI1e use ofRESULTIX™ to control ticks on dogs and cats would not be considered 

significant because the use is intermittent and often seasonal, the brief application is only to 

observed ticks, not generally to the skin of the dog or cat, and the applicator is not deliberately 

exposed to the product as would be the case for an insect repellent. Consequently, because the 

use ofRESULTIX™ will NOT result in significant levels of repeated inhalation exposures (and 

IPM is acutely nontoxic) this guideline study is NOT APPLICABLE for this submission. 

Prenatal Developme11tal Toxicity- TGAI 

The use ofRESULTIX™ under widespread and commonly recognized practice is NOT expected 

to result in significant exposure to female humans, based on the examples given in Test Note #9 of 

the table in 40CFR Part §I58.2050 (occupational exposure or repeated application of insect 

repellents directly to the skin). Consequently, the submission of this guideline study is NOT 

APPLICABLE for this pesticide registration submission. 

In Vitro 1l1ammalian Cell Assays- TGAI 

The criteria for detem1ining the relevancy of conducting the two in vitro mammalian ceil assays 

are both NOT APPLICABLE. The active ingredient (or its metabolites) is 1\0T s~ructuro.!ly 

related to a known mutagen or belongs to any chemical class of compounds cont.<1.ining a known 

mutagen. AND the use ofRESULTlXTlvl is NOT likely to result in significant hm:1an exposure 

(See discussions above for the 90-Day Inhalation and Prenatal Developmental Toxicity guiJdine 

studies). 

Two carcinogenicity studies, which are Tier III biochemical pesticide data requirements, were 

conducted in rabbits and mice utilizing IPM as the test substance. In addition, a reverse mutation 
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Acute Toxicity Fish~ TGAI & EP 

One acute 96-hour LC50 in fish was reported for IPM. Otherwise, there are no acute toxicity data 

available for IPM. The environmental fate data available indicate that IPM would be readily 

metabolized by aquatic organisms, although it is highly lipophilic and may potentially 

bioaccumulate. IPM is also semivolatile and would not persist in aquatic environments. 

This study would be required for the EP because the inert ingredient, , has the potential for 

aquatic toxicity; although it is highly volatile. Data available for   

 

 concluded that  is expected to be toxic to fish. 

Consequently, in lieu of conducting this study utilizing either the active ingredient or the EP, the 

Environmental Hazards statement on the draft label for both the active and the EP will have the 

following statement: 

"This pesticide is toxic to invertebrates and fish. Do not discharge this product into lakes, 
streams, ponds, estuaries, oceans, or other waters unless in accordance with the National 
Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent contaiuing this product to 
sewer systems without previously notifying the local sewage autl1ority. For guidance, contact 
your State Water Board or Regional Office of the EPA." 

Acute Oral and Dietary Toxicity Avian- TGAI & EP 

These two studies are NOT APPLICABLE for the following reasons: 

• The potential routes of exposure to birds from the commercial use ofRESULTlXTM would 
be inhalation, dem1al, and oral. The route of exposure for these two studies is oral (gavage 
and dietary); the other routes are not applicable. Because the EP is a colorless and 
practically odorless liquid product, it is unlikely that the EP would be gastronon:i:::1~ly 
attractive for birds to ingest. Usually toxicity to birds is from ingestion of solid ;::::sticide 
products that resemble seeds (e.g., granular formulation) or from ingestion of pesticide
coated seeds. 

• The EP container is small (20 mL) and spillage of the colorless fluid wo'21d result iu 
minimal amounts present on soil or plant surfaces. Birds are also umikelyto mistake 
accidental spillage of RESULTIXTM as water, particularly because of the small volJlfl1e and 
rapid volatilization ofiPM and . 

o If perchance birds accidentally ingested RESULTlXTM' they would likely exhale the  
and metabolize the IPM rapidly. 
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• There were no citations found from a search ofthe Dialog database system for either !PM 
or   
on avian species. This indicates that IPM and  appear not to be of concern relative to 
the toxicity of these two substances to avian species. Although  has the potential to be 
toxic to nontarget organisms, its bioavailability to birds from the use ofRESULTIX ™ is 
unlikely not bioavailable directly to birds through ingestion or dermal absorption, although 
it may be inhaled because  is volatile there are no available data indicating the  has an 
effect on or is even bioavailable to birds other than as part of the food chain; probably 
because of its high volatility and lack of gastronomic attraction to birds. That these two 
substances are not of concern to avian species is a reasonable assumption for 
environmental concerns for the EP because  is volatile and the EP is a liquid product. 

Therefore, this study is NOT APPLICABLE. 

Terrestrial Plant Toxicity Seedling Emergence and Vegetative Vigor- TGAI & EP 

The target species fortRESULTIX ™ is an insect and it is not for use on plants; the mode of action, 

the general use pattern, and the small size of the container preclude its effects on terrestrial plant 

toxicity. There were no citations found from a search of the Dialog database system for either IPM 

or   

. This indicates that IPM and  appear not to be of concern relative to the toxicity of 

these two substances to vascular plants. Therefore, this study is NOT APPLICABLE. 

Nontarget Insect Testing- TGAI 

Because RESULTIX ™ is used to kill ticks by desiccating them (solubilizing the cuticle), it is 

likely to have this affect on all insects and other arthropods. However, its use pattern and the 

small size of the container preclude its general use for the killing of indoor or outdoor arthropods, 

patticularly honeybees. Therefore, this study is NOT APPLICABLE. 

See Volume 21 for additional information. 
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From: paygovadmin@mail.doc.twai.gov [mailto:paygovadmin@mail.doc.twai.gov] 
Sent: Tuesday, November 24, 2009 5:01 PM 
To: kathy.palma@pied~ontpharma.com 

Subject: Pay.Gov Payment Confirmation 

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

Your transaction has been successfully completed. 

Payment Summary 

Application Name: PRIA Service Fees 
Pay.gov Tracking ID: 2501PVHJ 
Agency Tracking ID: 74090085940 

Account Holder Name: jackie plemmons 
Transaction Type: Sale 
Billing Address: 204 muirs chapel rd 
Billing Address 2: ste 200 
City: greensboro 
State/Province: NC 
Zip/Postal Code: 27410 
Country: USA 
Card Type: Visa 
Card Number: *-•-***·k-k**-1"**5806 
Payment Amount: $4,135.00 
Transaction Date: Nov 24, 2009 5:01:24 PM 

Decision Number: 
Registration Number: 
Company Name: Piedmont Animal Health 
Company Number: 86865 
Action Code: B600 
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90-Day Inhalation Toxicity~ TGAI 

A 90-day inhalation toxicity study testing a formulation containing IPM was reported in CIR 

(1982; see Table 4). The only reported adverse effects were increased absolute and relative lung 

weights. In addition, IPM is essentially nontoxic by the inhalation route of exposure (>33 mg/L). 

This guideline study is required if there is a likelihood of significant levels of repeated inhalation 

exposure to the pesticide as a gas, vapor, or aerosol (From Test Note #8 in 40CFR Part 

§ 158.2050). Examples of significant levels of exposure (Test Note #9 of the table in 40CFR Part 

§ 158.2050) include occupational exposure or repeated application of insect repellents directly to 

the skin. The frequency of exposure (excluding route) for these examples can be used for 

detennining whether the use of RESULTIXTM would result in significant levels of exposure to 

humans. The use ofRESULTIX™ to control ticks on dogs and cats would not be considered 

significant because the use is intennittent and often seasonal, the brief application is only to 

observed ticks, not generally to the skin of the dog or cat, and the applicator is not deliberately 

exposed to the product as would be the case fOr an insect repellent. Consequently, because the 

use ofRESULTIX™ will NOT result in significant levels of repeated inhalation exposures (and 

IPM is acutely nontoxic) this guideline study is NOT APPLICABLE for this submission. 

Prenatal Developmental Toxicity~ TGAI 

The use ofRESULTIX™ under widespread and commonly recognized practice is NOT expected 

to result in significant exposure to female humans, based on the examples given in Test Note #9 of 

the table in 40CFR Part § 158.2050 (occupational exposure or repeated application of insect 

repellents directly to the skin). Consequently, the submission of this guideline study is NOT 

APPLICABLE for this pesticide registration submission. 

In Vitro Mammalian Cell Assays- TGAI 

The criteria for dete1mining the relevancy of conducting the two in vitro mammalian ceil aSSays 

are both NOT APPLICABLE. The active ingredient (or its metabolites) is NOT structurally, 

related to a known mutagen or belongs to any chemical class of compounds co-cJ'~~ining a:knO'Vn 

mutagen. AND the use ofRESULTIX™ is NOT likely to result in significan't:11unan exp'o,s'u;re 

(See discussions above for the 90-Day Inhalation and Prenatal Developmental Toxicity guiJ~Jine 

studies). 

Two carcinogenicity studies, which are Tier III biochemical pesticide data requirements, were 

conducted in rabbits and mice utilizing IPM as the test substance. In addition, a reverse mutation 
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assay was also conducted with IPM. The results from these three studies were negative. 

Consequently, conducting the two in vitro mammalian genotoxicity studies are not necessary 

because these in vitro studies are, in essence, screening studies to determine whether the test 

substance has the potential to be a carcinogen. In conclusion, based on available data and that 

relevancy criteria are both NOT APPLICABLE, the conduction of the two Tier I in vitro 

mammalian cell guideline studies is NOT APPLICABLE for this pesticide registration submission. 

See Volume 10 for additional information. 

Part 158.2060, Biochemical Pesticides Nontarget Organisms And 
Environmental Fate Data Requirements 

Acute Toxicity Daplmids- TGAI & EP 

No acute toxicity data for daphnids were available for IPM. The environmental fate data available 

indicate that IPM would be readily metabolized by aquatic organisms, although it is highly 

lipophilic and may potentially bioaccumulate. IPM is also semi volatile and would not persist in 

aquatic environments. 

This study would be required for the EP because the inert ingredient, , has the potential for 

aquatic toxicity; although it is highly volatile. Data available for   

 

 concluded that  is expected to be toxic to daphnids. 

Consequently, in lieu of conducting this study utilizing either the active ingredient or the EP, the 

Environmental Hazards statement on the draft label for both the active and the EP (See Volume I) 

will have the following statement: 

"This pesticide is toxic to invertebrates and fish. Do not discharge this product into i~ke~, 
streams, ponds, estuaries, oceans, or other waters unless in accordance with the Nati(•na! 
Pollutant Discharge Elimination System (NPDES) permit and the permitt;llg:&l·thority hds been 
notified in writing prior to discharge. Do not discharge effluent containi~g ,~}lis produ:ct _tO
sewer systems without previously notifying the local sewage authmity. For pi! dance,- con~act 
your State Water Board or Regional Office of the EPA." 
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Acute Toxicity Fish- TGAI & EP 

One acute 96~hour LC50 in fish was reported for IPM. Otherwise, there are no acute toxicity data 

available for IPM. The environmental fate data available indicate that IPM would be readily 

metabolized by aquatic organisms, although it is highly lipophilic and may potentially 

bioaccumulate. IPM is also semivolatile and would not persist in aquatic environments. 

This study would be required for the EP because the inert ingredient, , has the potential for 

aquatic toxicity; although it is highly volatile. Data available for   

 

 concluded that  is expected to be toxic to fish. 

Consequently, in lieu of conducting this study utilizing either the active ingredient or the EP, the 

Environmental Hazards statement on the draft label for both the active and the EP will have the 

following statement: 

"This pesticide is toxic to invertebrates and fish. Do not discharge this product into lakes, 
streams, ponds, estuaries, oceans, or other waters unless in accordance with the National 
Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been 
notified in writing prior to discharge. Do not discharge effluent containing this product to 
sewer systems without previously notifying the local sewage authority. For guidance, contact 
your State Water Board or Regional Office of the EPA." 

Acute Oral and Dietary Toxicity Avian- TGAI & EP 

These two studies are NOT APPLICABLE for the following reasons: 

• The potential routes of exposure to birds from the commercial use of RESULTIX™ would 
be inhalation, dermal, and oral. The route of exposure for these two studies is oral (gavage 
and dietary); the other routes are not applicable. Because the EP is a colorless and 
practically odorless liquid product, it is unlikely that the EP would be gastronon:h:t!ly 
attractive for birds to ingest. Usually toxicity to birds is from ingestion of solid -~~sti-::ide 
products that resemble seeds (e.g., granular fonnulation) or from ingestion of pestiCide
coated seeds. 

• The EP container is small (20 mL) and spillage of the colorless fluid wo'.!ld result in 
minimal amounts present on soil or plant surfaces. Birds are also mltiKelY-. to mis-ritkt: 
accidental spillage ofRESULTIX™ as water, particularly because ofti1e.small v0lt1111e and 
rapid volatilization ofiPM and . 

• If perchance birds accidentally ingested RESULTIX TM, they would likely exhale the  
and metabolize the IPM rapidly. 
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• There were no citations found from a search of the Dialog database system for either IPM 
or   
on avian species. This indicates that !PM and  appear not to be of concern relative to 
the toxicity of these two substances to avian species. Although  has the potential to be 
toxic to nontarget organisms, its bioavailability to birds from the use ofRESULTIX TM is 
unlikely not bioavailable directly to birds through ingestion or dermal absorption, although 
it may be inhaled because  is volatile there are no available data indicating the  has an 
effect on or is even bioavailable to birds other than as part of the food chain; probably 
because of its high volatility and lack of gastronomic attraction to birds. That these two 
substances are not of concern to avian species is a reasonable assumption for 
environmental concerns for the EP because  is volatile and the EP is a liquid product. 

Therefore, this study is NOT APPLICABLE. 

Terrestrial Plant Toxicity Seedling Emergence and Vegetative Vigor- TGAI & EP 

The target species fortRESULTIX™ is an insect and it is not for use on plants; the mode of action, 

the general use pattern, and the small size of the container preclude its effects on terrestrial plant 

toxicity. There were no citations found from a search of the Dialog database system for either IPM 

or   

 This indicates that !PM and  appear not to be of concern relative to the toxicity of 

these two substances to vascular plants. Therefore, this study is NOT APPLICABLE. 

Nontarget Insect Testing- TGAI 

Because RESULTIX™ is used to kill ticks by desiccating them (solubilizing the cuticle), it is 

likely to have this affect on all insects and other arthropods. However, its use pattern and the 

small size of the container preclude its general use for the killing of indoor or outdoor arthropods, 

particularly honeybees. Therefore, this study is NOT APPLICABLE. 

See Volume 21 for additional information. 
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Form Approved 0 MB No. 2070-0060 

..-''""'""~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
!,J .ft "i 401 M Street, S.W. 
\~! WASHINGTON, D.C. 20460 '''""'"''i" 

Paperwork Reduction Act Notice: The public reporting burden for this collection of informaUon is estimated to average 1 hour per 
response for registration acUvilies and 1 hour per response for reregistration and special review acUvities, including time for reading the 
instructions and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of 
information, including suggesUons for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. 
Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the completed form to this address. 

SUMMARY OF THE PHYSICAL/CHEMICAL PROPERTIES (PR Notice 98·1) 

t. Product Name: 2. Reg. No. 

RESULTIXTM 86865-R 
3. Company Name: 4. Submission Date: 

Piedmont Animal Health LLC December 3, 2009 

5. First Submission [XJ 7. Pesticide Type: 
10. Registration [X] 

6. Resubmission [ J Biochemical 

8. Formulated Manufacturing-Use Product [XI Oc 9. End-Use Product )X) 11. Reregistration I I 
13. Product Manager or Chemical Review Manager #/Name (If Known): t2. Rereg Case# 

L. Hollis, PM #91 

14. Guideline Reference t5. Value Or Qualitative Description I Method(s) Used t6. MRID or Report 
No.(Grn)/ Title Where Applicable and References No. 

Group B. Series 830-Physical and Chemical Properties (40 CFR 158.190) 

.6302 Color TGAI: colorless Volume 2 

.6303 Physical State TGAI & EP: liquid Volume 2 

.6304 Odor TGAI: Practically odorless Volume 2 

Stability to normal & TGAJ & EP: stable under elevated temperatures, acid, 
.6313 elevated temperature, base, oxidation & fight; TGAJ stable to carbon steel Volumes 4, 5 

metals containers. 

. 6315 
Flammability/ TGAI: flash point by closed cup164°C . 

Volumes 2, 6 
Flame Extension EP: flash point by closed cup 85 deg C. 

.6317 Storage Stability TGAI and EP: stable up to 48 months Volumes 2, 4, 5, 7, 8 

.6320 
Corrosion 

TGA! & EP: product containers stable Volumes 2, 4, 5, 7 
Characteristics 

.7050 UV/Visible absorption 
Very little or no absorbance exhibited with the UV-A and 

VnlumP.s 8, 9 
UV-B regions of the spectrum •••• 

.7100 Viscosity TGAI: low viscosity; EP: 3.5- 3. 7 cP Volume 2 . ---,-----, 

.7200 Melting poinU range TGAI: -3-5 deg C .. Vok11ne 2 

.7220 Boiling poinU range TGAI: 192.6 deg C at 20 mm Hg ---r . . Vqlprne 2 

.7300 
Density/Relative 

TGAI: 0.85 g/ml at 25 deg C; EP: 0.85-0.86 g/mL T VOlUme 2 
Density/Bulk Density i 

. 7550 I 
.. 

.7560 
Partition Coefficient TGAI: 7.17-7.43 VolUme 2 

.7570 
(n-octanol /water) 

-.--
.7840 Water solubility TGAI: Insoluble .Vol'! me 2 --
.7950 Vapor Pressure TGAI: <1 Torr at 20"C V'61ume 2 

EPA Form 8570-36 (07/JAN/1g98) 
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Form Approved OMS No 2070·0060 

#'n"''>;, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . ..,.,.. 
401 M Street, S.W . (~1 

.,,.';7 WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per 
response for registration and 0.25 hours per response for reregistration and special review activities, including lime for reading the instructions 
and completing the necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, 
including suggestions for reducing the burden to: Oiredor, OPPE Information Management Division (2137), U.S. Environmental Protection 
Agency, 401 M Street, S.W., Washington, DC 20460. Oo not send the completed form to this address. 

SELF-CERTIFICATION STATEMENT FOR THE 
PHYSICAL/CHEMICAL PROPERTIES (PR NOTICE 98-1) 

Product Name: RESULTIXTM 

Reg. No./File Symbol No. 86865-R (if known) or Company No. 

SELF-CERTIFICATION STATEMENT: 

I certify that the reported information on the "Summary Fonn" represents a true and accurate 

record of the test results of studies generated or owned by (Company Name): 
Piedmont Animal Health LLC and that the values of the properties reported are reliable. I further 
certify that such data was generated in substantial conformity with OPPTS Test Guidelines Series 
830 Product Properties, applicable to my product, and in effect at the time of submission. 

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend 
the registration of this product without opportunity for hearing, or (3) assess civil penalties provided 
for in section 14 of FIFRA for violations of section 12(a)(2)(N) of FIFRA without opportunity for 
hearing, if I have not submitted to EPA within thirty (30) days of receipt of a request by the Agency, or 
within a specified time agreed to by the Agency, test results of studies summarized in the "Summary 

Fonn." 

As a condition of registration, EPA may, by order, (1) withdraw a pending registration, (2) suspend 
the registration of this product without opportunity for hearing, or (3) assess civil penalties provided 
for in section 14 of FIFRA for violations of sections 12(a)(2)(N). 12(a)(2)(Q), or 12(a)(2)(R) of FIFRA 
without opportunity for hearing, if I fail to provide to EPA within thirty (30) days of ro;oceip+ of a 
notification of error, or within a specified time agreed to by the Agency, infonnation, thf!t EPA 

detennines is required to correct the error. 

Applicant's Name: Kathleen G. Palma, Ph.D. .... 

Title: Vice President of Research & Development I Telephone No.: 336-544-0326 X 202 

Applicant's Signature: 03~6:. 

f(~~-?_L~f{J) 6;;L /)a :J-bo/ 

EPA Form 8570-37 (07/JAN/1998) 
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Form Approved OMB No, 2070-0060; 2070-0057; 2070·0t07; 2070·0122; 2070-0164 

,..,., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

\~) 1200 Pennsylvania Avenue, N.W. 
WASHINGTON, D.C. 20460 

PAperwork Reduction Act Notice: The public repcrling burden for this cotlcction ofinfonm~tiofl is estimated to l!Verage I 2S hours pel' response for n:gi~tra1ion 
and 0.2~ h!!Urs per response for I'CJ'egisl!ation and ~iat rev~w ~ctivitics, including time for reading the instructions and completing the necessary forms. Send 
comments regarding burden csd.rm~ Dr any otlli:::r upoct ofthil> ~otte~1iun of il1fornt11tion, inctllding $ugg~tions for reducing the burden 1o: Director, Cotleetion 
S!Jalegics Division (2Slln, U.S. Environmenl&t Pr01e<:tion AgciWy, 1200 Penn~ytvania Avenue, N W, Washington, DC 20460.Uo not send tltc completed 
fonn to this addre!s 

Certification with Respect to Citation of Data 

Applleanro~Reglstranrs Name, AddntSS, and Telephone Number I EPA Registration Number/File Symbol 

Piedmont Animal Health LLC. 86865-R 
204 Muirs Chapel Road, Suite 200 ' Greensboro, NC 27410 
Telephone: 336-544-0320 x 202 

AGtlve lns~mflent(s) ;mellor representattv• test compound(s) Date 

Isopropyl myristate December 11,2009 
G•n•ral U•• Pattem(s} (ttstatl those claimed forthfs product using 40 CFR Part 158) Product Name 

Residential Outdoor Use, Nonfood RESULTIXTM 
NOTE: If ~~rDduct 1$ a 100% repactaging of another purchased EPA-re~tere<1 product labeled for all the same uses on your label, you do 
not need s mit this fonn. You must subniit the Fonnutalor's E:wmptiOn tement (EPA Form 8570-27). 

D tam re~nding to a Datll-CaiHn Notice, and have included with this fonn a list of companies sent offers of compensation (the Data 
Metrix fOrm should be used for this purpose}. 

SECTION t: METHOD OF DATA SUPPORT (Ctmek one method only) 

0 
I am ustng the cite-all method of support, and have I am using the selective method of supJ?ort (or cite-all option 
included With thiS form a list of companies sent offers of 0 under th& selective method), and have included with lhts form a 
compensation (the Oata Matrix fonn should be used for ccmplelet:! list of data requirements (the Oata Matrix form musl 
this purp0$e). be used). 

SECTION II; GENERAL OFFER TO PAY 

!Required if using the cite-all method or when using the Cite-aU option under the selective method to satisfy one or more d;ta requirements] 

D ~nr~.~Y offar and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by 

SECTION Ill: CERTIFICATION 

I certifyth81 this application for registration, this form for reregisttation, or this Data-Call-In response is supported by altdota submitted or 
died in the application for mgls!ration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cJte.all option 
under the selective method Is indicated in Sadion 1, th1s a~hcatioo is supported by Gil data in the Agen~s files that (1) concern the properties 
or effects of this product or an identical or substantially slm lar product or one or moro of the ingredients n this product and (2) is a type of data 
that would be required to be submitted under the data requ1rements ·tn effect on the date of approval of this application if the appl'1cation sought 
the initial registration of a product of identical or similar oomposrtion and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data svbmrtter or that I 
have obtained the written permission of th11 original data submitter to cite that study. 

I eert1fytt.at for each study cited in support of this registration or reregisttatlon that is not an exclusive use study, either: (a) I am the ori~imal 
data submttter; (b) t have obtained the pennisslon oft he original data submitter to use tho study in support ot this appliCation; (c) a~ periods of 
eligibnily fur compensation have exptred for the study; (d) tile study is in the pubHc literature; or (e) I have notified in writi~ the company that 
submitted the study and nave ortered (I) to pay compensation to the e>dent requited by stmions 3(c)(1)(F) and! or 3(e)(2)( ) of FU:RA: and (ii) to 
commence negollations to determine the amount and terms of compens;~tion. if any, ttl be paid for the use of the study. 

I certify that in eM il1atances where an offer of compensation is require<l, copies cf all offers to pay compensation and evidence of their 
delivery in accordance with sections 3(c)(1 )(F) and/or 3(c}(2)(6) of FIFRA are available and wiR be submitted to the Agency upon requast. 
Should t faillo produce such evidence to tho Agency upoo request. I understand that the Agency may initiate action to deny, cancel or suspend 
the registration of my product rn conformity with FIFRA. 

I certify that the-statements I have made on this form and atl.-ttaehments to it are trua, accunrte, and complete. t acknowledge that 
any knowingly false or misleading statement may be punishable by fino or imprfsonmunt or both under applicable law. 

SignaU:re Dote Typed or Printed Name and Trtle 

( J:tL.-_7?~/ f).]) tZ/<t jo"'l Kathleen G. Palma, Ph.D. 

Vice President of Research & 
Development 

EPA Fonn 8570·34 (12-2003) E!ectromc and Paper versions available. Submit only Paper verston. 
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NOTES FOR DATA MATRIX 

The data guidelines on the data matrix and summarized below are from those sections listed in 
40CFR Part 158.2010 (Biochemical pesticides data requirements). 

Part 158.2030. Biochemical Pesticides Product Chemistry Data Requirements 

All required chemistry data for both the technical grade active ingredient/manufacturing-use product 

(TGAI!MP) and the end-use product (EP) are listed; relevant volume numbers are so indicated. If 

not applicable (NA), reasoning will be discussed in the Miscellaneous Chemistry Information 

Volume 2. 

Part 158.2040. Biochemical Pesticides Residue Data Requirements 

All required residue data are listed; however, all are NOT APPLICABLE because this product is 

NOT for food uses. 

Part 158.2050. Biochemical Pesticides Human Health Assessment Data Requirements 

All Tier I data requirements are listed; relevant volume numbers are so indicated. If not applicable 

(NA) or there is a substitution of one or more studies for a guideline study, the rationale for this will 

be discussed in the Miscellaneous Toxicology Information Volume 10. All Tier II and III data 

requirements are not listed as per the meeting between the EPA and Piedmont Animal Health. 

Part 158.2060. Biochemical Pesticides Nontarget Organisms and Environmental Fate Data 
Requirements 

All Tier I data requirements are listed; the relevant volume number is so indicated. If not applicable 

(NA) or there is a substitution of published information for a guideline study, the rationale for this 

will be discussed in the Environmental Fate Information Volume 21. All Tier II and III data 

requirements are not listed as per the meeting between the EPA and Piedmont Animal Health. 

Part 158.2070. Biochemical Pesticides Product Performance Data Requirements 

Because this is a specialized section, there is only one listing that is pertinent; relevant volume 
' ' " ' 

numbers are so indicated. 
'''' 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estima"led to average 0.25 hours per response for registration activities and 0.25 hours per 
response for re1egistration and special review activities, including time for reading the ins1ructions and completing the necessary forms. Send comments regarding the burden estimate 01 any other 
aspect of this collection of information, including suggestions for reducing the burden to: Oirector, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 
Applicant's I Registrant's Name & Address 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 

Greensboro, NC 27410 

EPA Reg. No./File Symbol 86865-R 
Product 

RESUL T!X"' 

Ingredient 

Guideline 
Reference 
Number 

880.1100 

880.1200 

880.1400 

830.1700 

830.1750 

830.1800 

830.1900 

830.6302 

Guideline Study Name 

As listed under 40CFR Part 158.2030 
Product identity and composition 

Description of starting materials, production and formulation process 

Discussion of formation of impurities 

Preliminary analysis 

Certified limits 

Enforcement analytical method 

Submittal of samples 

Colur 

830.6303 I Phy"ic;,] ~tal"e 

830.6304 I Odor 

1830.6313 I Stability. to normal anrLelr':ated temperature, metals & metal ions 

830.63 1"5 : F;amm·abilit~---__ _ 

'~c),~f/,.D, 
EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. 

MRID Number Submitter Status 

47811701 Piedmont Animal Health 

47811701 Piedmont Animal Health 

47811701 Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Name and Title 

Kathleen G. Palma, Ph.D. 
Vice President of Research & Develoement 

[Page1of6 

Note 

Also Volume 2 

Also Volume 2 

Also Volume 2 

Volumes 2, 3 

Volumes 2, 3 

Volumes 2, 3 

Not Applicable (NA) 

Volume 2 

Volume 2 

Volume 2 

Volumes 4, 5 

Volumes 2, 6 

Date 

u2 IJ>:c_ ;;l..oo'J 

Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden eslimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137}, U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

Date December 3, 2009 
Applicant's I Reglstranfs Name & Address 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 

Greensboro. NC 27410 

Guideline 
Reference 
Number 

830.6317 

830.6319 

Guideline Study Name 

Storage stability 

Miscibility 

830.6320 Corrosion characteristics 

830.7000 I pH 

830.7050 I UVNisible absorption 

830.7100 I Viscosity 

830.7200 l Melting point/melting range 

830.7220 I Boiling point/boiling range 

830.7300 Density/relaf:ivc::_ eensity/bulk density 

830.7520 Pariicl~ s_izi; fibei; length, and diameter distribution 

830.7550, . . .ffi. ( I ) 
7560

, 
7570 

PartttiOn coe IClent octano -water 

DATA MATRIX 

Ingredient 

MRID Number 

EPA Reg. No./File Symbol 86865~R 

Product 

RESULTIX"' 

Submitter 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Status 

1Page2of6 

Note 

Volumes 2, 4, 5, 7, 8 

Volume 2 

Volumes 4, 5, 7 

Volume2 

Volumes 8, 9 

Volwne2 

Volume 2 

Volume 2 

Volume 2 

Volume 2 

Volume 2 

!830.7840 t!'ater solubWty; Colt1Jl1n.elvtion method; shake flask Piedmont Animal Health Volume 2 

830.795C : Yapor·pressitre: __ --·- Piedmont Animal Health Volume 2 I 

· '-•' PJ-.. Kathleen G. Palma, Ph.D. ();;1 JJEc:.__ -;L6o'} 
Slg/J-atu Name and Title Date 

~ CJ..' ~,..,_._._.a._..} ~Dr Vice President of Research & Development 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 40 I M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

Date December 3, 2009 
Applicant's I Registrant's Name & Address 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 

Greensboro. NC 27410 

Guideline 
Reference 
Number 

Guideline Study Name 

As listed under 40CFR Part 158.2040 
860.1100 I Chemical identity 

860.1200 I Directions for Use 

860.1300 I Nature of the residue in --plants, livestock 

860.1340 I Residue analytical method 

860.1360 I Multiresidue method 

DATA MATRIX 

EPA Reg. No./File Symbol 86865-R j Page3of6 

Product 

RESUL TIX"' 

Ingredient 

MRID Number Submitter Status Note 

860.1400 Magnitude of the residue- potable water, fish, irrigated crops All data requirements are 

860.1460 Food handling NOT APPLICABLE 

860.1480 Meat/milk/poultry/eggs because this EP is not for 

860.1500 Crop field trials food uses. 

860.1520 Prcce-~sed iaOdlt~ed F:.::::::..---f:'O-"---· 
860.1540 An~ic;pa~~S- R~_~!~ues 

860. 1550 Proposed tolerances 

860.1560- I Reasomble rround~ ;I"_:S:c<'Pt!Pc:O:ortc:o~f_::th~':JPe:'o:H:::tl::o"::_ _______ j------j-----------,!-----
860.16.)0 _ tquhm!tt~l Ofa~alyti~aJ ref;!ence standards . I I 
Sigr,:at r~ · -::-;·~ , Name and T1tle Date I 

. r,_.Jj_ 17 q d f'l' D Kathleeo G. Palma, Ph.D. eX}- Dc.c 2oocf' 
~ / ' ~ Vice President of Research & Development 

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version Agency Internal Use Copy 
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"""""""· 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

' .... i 401 M Street, S.W. 
\~J WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing lhe necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 EPA Reg. No./File Symbol 86865-R 1Page4of6 
Applicant's I Reglstranfs Name & Address Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
Reference Guideline Study Name MRID Number 
Number 

Submitter Status Note 

Tier I As listed under 40CFR Part 158.2050 
870.1100 Acute oral toxicity Piedmont Animal Health Volume 10 

870.1200 Acute dermal toxicity Piedmont Animal Health Volumes 10, 11,12 

870.1300 Acute inhalation toxicity Piedmont Animal Health Volume 10 

870.2400 Acute eye irritation Piedmont Animal Health Volumes 10, 13 

870.2500 Acute. dermal jrri_tation Piedmont Animal Health Volumes 10, 14 

870.2600 Ski'o'Si!n~ii:i~atini'• Piedmont Animal Health Volumes 10, 15 
·-·-·-·--· 

None HypersensitivitY ·Incidents Piedmont Animal Health Volume 10 

870.3050 Repeated dose 28-dav .oral toxicity Piedmont Animal Health Volumes 10, 16 

870.31 ;)i) 110-da~ oral:·~~ic.ity. ___ Piedmont Animal Health Volume 10 -·-· 
s;g~ Cj,'RL) fl [) 

Name and Title Date 

:ffL_ Kathleen G. Palma, Ph.D. CJ i2- '[)t:c__ 2oo'1 
Vice President of Research & Development 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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J-Orm APPrOved OMB No. 2070-0060 

/''"'"'"· UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(.l 401 M Street, S.W. 
·-.. _':1' WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, induding suggestions for reducing the burden to: Director, OPPE Information Management Division (2 t37), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. • 

DATA MATRIX 

Date December 3, 2009 EPA Reg. No./File Symbol 86865-R I Page5of6 
Applicanfs t Registranfs Name & Address Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 

Ingredient 

Guideline 
Reference Guideline Study Name MRID Number 
Number 

Submitter Status Note 

870.3200 21/28-day dennal toxicity Piedmont Animal Health Volumes 10, 17 

870.3250 90-day dennal toxicity Piedmont Animal Health Volume 10 

870.3465 90-day inhalation toxicity Piedmont Animal Health Volume 10 

870.3700 Prenatal developmental toxicity Piedmont Animal Health Volume 10 

870.4200 Carcinogenicity Piedmont Animal Health Volume 10 

870.5100 Bacterial reverse mutation test Piedmont Animal Health Volume 10 

870.5300 In vitro mammalian cell gene mutation test Piedmont Animal Health Volume 10 

870.5375 In vitr(J mammalian chromosome aberration test Piedmont Animal Health Volume 10 

•• •• 

Special Testing 

870.7200 _Companion animal ~~fety_ Piedmont Animal Health Volumes 18, 19 
-

870.74e.:: l'~ feta b.:tlism:an:d phar;nacoh:inetics Piedmont Animal Health Volumes 10, 20 

s;g"~~ :l ~) (/,_}), Name and Title Date 

Kathleen G. Palma, Ph.D. [J ;2. Drx;_ ;;zoo'J 
Vice President of Research & Development 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Sub mil only Paper version. Agency Internal Use Copy 
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EPA MEETING MINUTES FOR APRIL 30, 2009 AND EPA 
RESPONSE LETTER 

On Apri130, 2009, three Piedmont Animal Health representatives met with two EPA 

representatives of the Biochemical Pesticides Branch. The meeting minutes were drafted by 

Piedmont and reviewed by the EPA, which in return responded with a letter. Copies of these 

two documents begin on the next page. 

'. '' 
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Attendees: 

Angela Gonzales 
leonard Cole 
Kathy Palma 
Doug Hepler 
Bert Clayton 

Meeting Minutes 

EPA Meeting April30, 2009 

Members of Piedmont Animal Health (PAH) met with EPA representatives leonard Cole and 
Angela Gonzales on April30, 2009 at 2:00p.m. EST at the EPA facility in Crystal City, MD. The 
purpose ofthe meeting was to discuss the registration path forward for PAH's new 
non pesticidal tick spray {50% Isopropyl Myristate). The meeting lasted approximately 1 hour 
and the following points were discussed: 

Introductions 

1. EPA will accept a reduced data set approach for this registration 

2. Biochemical classification has been obtained by Piedmont 

3. Product description: 

Active- 50% IPM 

Excipient- SO%  

4. No label yet, no CSF. Could be "as needed" tick spray 

5. Dr. Kathy Palma provides history of Resultz development 

a. Have safety profile in humans from clinical 

b. Mechanism- dissolves cuticular wax 

c. < 4 hrs ticks die, some may be moribund but will die soon after 
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6. Source- Active derived from ,  

 

7. Piedmont should dear  under ECFR- check 40CFR 189-30 and contact PV Shaw or 

Kerry Grenstad- can replace with other Excipient or go to "inerts" branch 

8. leonard reports that inert branch is fast, because it's non-food use 

9. Data Requirements- see handout provided by Angela Gonzales 

a. Satisfy technical and end-use date requirement 

b. Address all data requirements- say "why" if N/A 

c. Include units in CSFs 

d. Supplier needs to send all "impurities" even if proprietary 

e. We can use references- be specific 

10. 86-S- Formatted data requirement to pass administrative screen 

11.. Non-food use 

1L Address Tier I only- Tox end use -"six pack" 

13. If literature is used, use info doc- guidance to use literature references 

a. Peer-reviewed 

b. Scientific credible data 

c. Site MRID 

14. There are fees involved now (B6) 

1S. Tox discussion- provide "exposure" discussion if endpoints identified. EPA_ will do rir.:k' 

assessment. 

16. No studies are waived unless 
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a. No exposure 

b. Very acidic or basic 

c. We will not be "granted" waiver 

17. Can use PK studies form Resultz 

18. Talk about global use of RESULTZ™ and safety profile 

19. Eco-requirements- use environmental assessment 

a. Write a rationale to not require a bird study 

b. Address fish and invertebrate studies because dogs do swim 

c. Concern is endangered species 

20. ner 2 probably not required 

21. Study proposal- makes sure data shows 90% reduction. (efficacy) 

22. Study outline- how to address wet dogs. Label may need to say "apply to dry dog". 

23. Companion animal studies- requirement, Angela will look into this and respond to PAH. 

Can we tie into efficacy 

24. Register end-use only 

25. No requirement to submit a protocol- use typical protocol format 

26. B-600 non food use new product up to 12 months for an answer 

a. $15.700 apply waiver/ under PRIA2- pest- reg. act 

b. Fill out waiver for small business 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, DC, 20460 

Kathleen G. Palma, Ph.D. 
Regulatory AfTairs, Consultant 
Piedmont Animal Health 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Dear Dr. Palma: 

JUN 1 7 2009 

Subject: Response to Notes dated June 8, 2009 
Meeting with Piedmont Anim<ll Health 

OFFICE Of 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The Agency is in receipt of the meeting notes fiom the April30 pre-registration 
meeting with Piedmont Animal Health conceming a new product containing the 
unregistered biochemical, isopropyl m)'Tistatc. The following is the Agency's official 
response to the meeting notes per the action items as listed in your letter: 

l) Piedmont Animal Health Note: 

Piedmont Animal Health received a biochemical classification for this product. 
Consequently the EPA will accept a reduced safety data set for registration which would 
only include Tier I safety requirements as outlined in 158.2030, the Biochemical 
pesticides product chemistry data requirements table. Tier IT safety requirements will 
probably not required. 

Al!encv Response 

There arc no Tiers Cor product chemistry. All product chemistry data guidclin'~s mu.-;t be 
satisfied for both the Tcclmical Grade Active Ingredient (TGAI) and the End Ust"'Fr~)duct 
(EP). As you stated in your note above, please refer to 40 CFR § 158.2030 for . 
biochemical pesticides product chemistry data rcquircmenis. 

ntwl•,;,\ AJ•f•·::;;, (GRL\ <> ~it:~ u\,W;. &()?JOY 
Ret.ycled!Rt<CytiJtk <> P~.i•\0:) .,-,:tt \hJg•?\3:1 '' t>l t>od b<.> Of' : 08'.', Po:;\<;<:;t'O<W1V. P!OC~S:! C'iiOr>o•,, F""" F<~c,c Wl f','!::Oi'l 
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2) Piedmont Animal Health Note: 

The tick spray consists of 50% Isopropyl myristatc, the active and 50%  
, the excipient. There is no label or Confidential Certificate ofFonnulation (CSF). 

The spray could be used on an "as needed" basis. EPA instmcted P AH that  should be 
cleared as the excipient under 40 CFR § 189.30 and contact PV Shaw or Kerry Grenstad. 
PAH can replace with another excipient or go to the "incrts" branch if necessary. EPA 
acknowledged that the "inerts" branch would be fast since this tick spray is a non-food 
use. 

Agency Response 

All pesticide products must bear a label with all of the required labeling language. Please 
refer to 40 CFR § !56-Labeling Requirements for Pesticides and Devices. You must 
have a Confidential Statement of Fonnula (CSF) for your product, and it must be 
completely filled out. The CSF EPA fom1 8570-4. Tips for avoiding Confidential 
Statement of Formula or Product Chemistry issues with Biopcs!icides can be found via 
the following internet link: wv.rw.epa.gov/pesticides/biopesticides/regtools/index.htm. 
This aforementioned link is also a good source for all issues related to registering 
biopesticides. The Agency is in agreement with your understanding that you must have 
your inert ingredients cleared by the "lnerts Assessment Branch". You may contact 
Prakashchandra (PV) Shah at 703.308.1846. For c!Mification purposes, BPPD cannot 
speak as to the speed of clearance of any inert ingredients. !ncr! Assessment Branch is in 
a different division. 

3 Piedmont Animal Health Note: 

Piedmont Animal Health gave a brief history of the tick spray's development. The tick 
spray has a safe profile in humans because Phase 3 clinical trials with CDERJFDA under 
fNAD 66,651 were conducted with the same prod11ct as a head lice product !'or humans. 
The clinical studies with the safety profiles will be submitted to support safety with 
humans for the tick product. Once the product is sprayed on a tick, death begins less than 
4 hours alter the tick is sprayed. Some ticks may be moribund but will die within 24 
hours. The isopropyl myristate, a fatty acid ester,  

 
 EPA provided PAH with a handout listing the da!a requirements. EPA 

mentioned some of those requirements. Technical and end-usc data requirements should 
be satisfied. All data requirements should be addressed even if those requirements are 
not applicable. An explanation as to ,.,.·hy the data requirement is not applicab!c -J!!.:nld bt: 
provided. Units should be included with the CSF. All "impurities should be sent'b) the 
snpplicr cwn if!ha! information is proprietary. As long as reference are specifiC, tl-'A 
can use them. 

Agencv Rcponse 
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The Agency is in agreement with you note above with the exception that all data 
requirements MUST be addressed, and the references that you have MUST be submitted 
with your application for registration. 

4 Piedmont Animal Health Note: 

Per 86.5, formatted data requirements must pass administrative screen for formatting. If 
literature is used in the submission, use info doc as guidance to use literature refCrenccs. 
The type of acceptable cited literature would be peer-reviewed articles, scientifically 
credible data and a citation from the MRID. 

Agency Response 

The Agency is in agreement with the discussion as outlined above. All data submitted 
must be formatted according to PR Notice 86-5. 

5 Piedmont Animal Health Note: 

Since this tick product is considered a B-600 (non-food usc new product) the cost is 
$15,700 however PAI-1may qualify for a small business waiver under PRIA2 (Pesticide 
Registration Act). No studies are waived unless there is no exposure or the product is 
very acidic or basic. Given these criteria, PAH will not be granted a waiver for the tick 
spray. 

Agencv Reponse 

The Agency is in agreement with the discussion that your product is a new active 
ingredient non-food me and \vould be classified as a 8600 under Pesticide Registration 
Improvement Act (PRIA 2). PAH stated that the fcc would be S 15,700. The Agency is 
in agreement with your note that PAH may qualify for a small business waiver. The 
Agency is in agreement that no guideline studies arc waived unless there is no exposure. 

6 Piedmont Animal Health Note: 

For the toxicology discussion, exposure should be discussed provided endpoints are 
identified. EPA \Vill do the risk assessment. The pltarmacokinetic studies done for the 
development of the human head louse product (Resultz™) can be used to support the tick 
spray product for dogs. The global usc of ResultzTM and the post-marketing safety profile 
can also be used to support the safety of the tick spray. 

It is important to note that all Tier I data requirements MUST be addressed indiv/clnllly. 
The safety profile is contingent upon Biopcsticide and Pollution Prevention Division's 
review of the data and the acceptability of those data. 
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7) Piedmont Animal Health Note: 

The Environmental Assessmeut completed for RcsultzTM should address the ecological 
requirements. A rationale should be written why a bird study is not required given that 
birds should not come into contact with this product. Fish and aquatic invertebrate 
studies should be addressed because dogs do swim. EPA is concerned for endangered 
species. 

Agency Response 

The Agency is in agreement with the note above. 

8) PRIA Category 

In the efficacy study there should be a 90% reduction in ticks. Given that the tick spray 
is most efficacious when sprayed on dry dogs, the label may need to read "apply to dry 
dog". Ms. Gonzales stated that she would look into the requirement for companion 
animal safety and respond back to PAI-L PAII stated that the safety could be tied into the 
efficacy study with possible physical exams and clinical blood chemistries. There is no 
requirement to submit the efficacy protocol but the typical protocol format should be 
used. The end use product is the only thing to be registered. 

Agency Response 

The Agency is in agreement with the note <tbovc. Also you must address companion 
animal study according to 40 CFR § 158.2050. 

Should you have any questions regarding this response to your meeting notes, you may 
contact Leonard Cole directly at 703.305.5412 or via email at £9le.leonurdr7Veua.gov. 
We hope that you find this information helpful. 

Sincerely, 

~r f ffo~ 
Linda A. Hollis, Chief 
Biochemical Pesticides Branch 
Biopcsticides and Pollution 
Prevention Division (7511P) 
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TRANSMITTAL DOCUMENT 

I. Name and Address of Submitter 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Agent 

Kathleen G. Palma, Ph.D. 
Vice President of Research & Development 
Email: kpalma@piedmontphanna.com 
Telephone: 336-544-0320 x 202 

2. Regulatory Action for wbich this Package is Submitted 

Pesticide Registration Submission 
RESULTIXTM 
EPA File Symbol No. 86865-R 
Registration for the End-Use Product 

3. Transmittal Date 

December 3, 2009 

4. List of Submitted Documents 

Volume 1 Administrative Materials 

• Transmittal Document 

• EPA Fonn 8570-1 (Application for Pesticide Registration) 

• EPA Form 8570-4 (Confidential Statement ofFonnula)- one for the active, one 10r 1he EP 

• Draft labels, 2 sets (5 copies each; one set for the active, one set for the EP) 

• EPA Form 8570-35 (Data Matrix) (with Notes) 

• EPA Form 8570-36 (Sununary of the Physical/Chemical Properties) 

• EPA Fonn 8570-37 (Self-Certification Statement for the Physical/ChemJcd Properties) 

• EPA Form 3540-8 (Application for Registration of Pesticide-Producing and Dev:ce
Producing Establishment) (2 pages) 

• Justification for Substitutions and not Conducting Various Tests 

• EPA Meeting Minutes for April 30, 2009 and EPA Response Letter 
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• PRIA2 Fee Waiver Documentation, including EPA Small Business Certification Form and 
verification of online payment of25% of registration fee 

Volume 2 Miscellaneous Chemistry Information 

Volume 3 Determination ofthe Percent Active Ingredient and Impurities in Five Batches of 
Isopropyl Myristate Technical Grade Material (EN-CAS Project #09-0033) 

Volume 4 Report for the Forced Degradation Study on Isopropyl Myristate Drug Substance 
and Isopropyl Myristate Solution (50% w/w) by GC (Document Control No. PED
AR-014-0105-RO) 

Volume 5 Storage Stability of Isopropyl Myristate Manufacturing-Use Product at 25 and 40° 
C in Carbon Steel Containers for up to 48 Months (Document Control No. PED
S P-O 19-0706-RJ) 

Volume 6 Flammability I Flashpoint (Study No. 1 0633-07) 

Volume 7 Analysis ofExtractables and Leachables in HDPE Bottles and PP Caps Used to 
Package the Isopropyl Myristate  Formulation (Feasibility Study) (Report No. 
R061229B) 

Volume 8 Photostability Protocol, Testing Schedule and Results for Isopropyl Myristate 
Solution (50% w/w), ANDA (Document Control No. PED-SP-022-0107-RO) 

Volume 9 An Investigation of the UV Nisible Absorbance Properties oflsopropyl Myristate 
50% Solution, Isopropyl Myristate and  (Document Control No.: 
PED-MIS-024-0307-RO) 

Volume 10 Miscellaneous Toxicology Information. 

Volume 11 Acute Dennal Toxicity Study in Rabbits (Study No. 7205-02) 

Volume 12 Acute Dennal Toxicity Study in Rats (Study No. 7204-02) 

Volume 13 Acute Eye Irritation Study in Rabbits (Study No. 7089-02) 

Volume 14 Acute Dermal Irritation Study in Rabbits (Study No. 7090-02) 

Volume 15 Skin Sensitization Study in Guinea Pigs (Study No. 13304-09) 

Volume 16 28-Day Oral Toxicity Study in Rats with a 14-Day Recovery (Stuiy ·'lo. 1016-001) 

Volume 17 28-Day Dermal Toxicity Study in Pigs with a 14-Day Recovery (::;tnJ.y No.l0,6-002) 

Volume 18 Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristate (JP:tv~} Tick 
Spray against Rhipicephalus sanguineus and Dermacentor variabilis on DJg3 
(Study No. PAH-09-0036) 
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Volume 19 Pivotal Study to Determine Safety and Efficacy of Isopropyl Myristatc (lPM) Tick 
Spray against Rhipicephalus sanguineus and Dermacentor variabilis on Cats 
(Study No. PAH-09-0065) 

Volume 20 Pharmacokinetic, Safety and Tolerance Study ofResultz Pediculicide Rinse in 
Pediatric Subjects with Pediculosis Capitis (HTR Study No. 04-123941-1 08) 

Volume 21 Environmental Fate Infonnation 

5. Company Contacts 

MATTHEW R. SCHNEIDER 

mschneider@gs bla w. com 

GARVEY SCHUBERT BARER 
fifihjloor 
1000 potomac street nw 
washington, de 20007-3501 

TEL 202 965 7880 x 1787 

SUSAN PHILLIPS 
sphillips@gsblaw.com 
Science Advisor 
TEL 202 965 7880 x1785 
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JUSTIFICATION FOR SUBSTITUTIONS AND NOT 
CONDUCTING VARIOUS TESTS 

Based on the results from the meeting at the EPA, only Tier I data requirements are to be fulfilled 

or otherwise justified as to why the data requirements were not fulfilled. Justifications are 

presented below; additional information is in the Volumes designated for each set. 

Part 158.2030. Biochemical Pesticides Product Chemistry Data Requirements 

Three requirements are NOT APPLICABLE; see table below. See Volume 2 for 

additional information. 

Guideline 
Test 

Test 
Justification for Not Applicable 

Number Material 

830.6319 Miscibility EP 
The product is NOT an emulsifiable liquid to 
be diluted with petroleum solvents. 

830.7000 pH Both 
Both the MP and the EP arc NOT soluble or 
dispersible in water. 

Particle size, fiber The MP is NOT a solid substance with a 
830.7520 length, and diameter MP density of <10"6 giL or a fibrous test 

distribution substance with a diameter of :::o.l um. 

Part 158.2040. Biochemical Pesticides Residue Data Requirements 

All required residue data are listed; however, all are NOT APPLICABLE because RESULTIX™ 

is not for food uses. 
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Part 158.2050. Biochemical Pesticides Human Health Assessment Data 
Requirements 

Acute oral and inhalation toxicity studies utilizing the EP, RESULTIX™, as the test substance are 

not included in this pesticide registration submission package. In addition, studies utilizing IPM 

as the test substance were not found for some Tier I toxicology requirements. These guideline 

requirements are listed in the table below. The rationales for substituting other studies or for not 

conducting studies are either presented in the table (when brief) or presented in the body of text 

beginning on the next page. In addition, any study for which there is questionable relevancy, such 

as what "significant" exposure is, will also be discussed in this section. 

Guideline Studies Not Submitted 

Gd1n No. Description Rationale 

RESULTIXTi\l as the Test Substance 

870.1100 Acute Oral Toxicity See discussion below. 

870.1300 Acute Inhalation Toxicity See discussion below. 

IPM as the Test Substance 

870.3100 90-Day Oral Toxicity The use ofRESULTIX™ will NOT 
result in repeated oral exposure to 
humans (From Test Note #6 in 
40CFR Pmt § 158.2050). 

870.3250 90-Day Dermal Toxicity See discussion below. 

870.3465 90-Day Inhalation See discussion below. 

870.3700 Prenatal Developmental See discussion below. 

870.5300, In Vitro Mammalian Cell See discussion below. 
5375 

Acute Oral Toxicity- EP 

Available IPM and  acute oral toxicity data and a subchronic 28-day repeat dOs0 oral.tuxicit.y 

study with IPM in rats can be used to fulfill the requirements for an EP acute oral- toxici~y s~uCy. 

Both IPM and  are minimally or nontoxic by the oral route of exposure (>IJ'.G-ifkg bw aild 

4800 mg/kg bw, respectively). These two substances are not expected to chemically reaCt t~gether 

and each substance is not expected to potentiate the toxicological effects of the other. 

Consequently, a mixture of these two substances together would expect to result in an om! LDSO 

value that would be comparable to each individual oral LDSO value; the worst case is the LDSO 
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value of  ( 4800 mg!kg bw), which would result in a Toxicity Category III for acute oral 

exposures. In addition, a 28~day repeat~dose oral toxicity study utilizing the EP resulted in 

minimal adverse effects at all doses of 3~ 15 mUkg bw reversing after a 14~day recovery period. 

Acute Inhalation Toxicity~ EP 

Available IPM and  acute inhalation toxicity data can be used to fulfill the requirements for an 

EP acute inhalation study. IPM is essentially nontoxic by the inhalation route of exposure (>33 

mg!L; See Table 3).  is minimally toxic (LC50 = 2.7-8.7 mg!L) based on the results from a 

review and a 25 year old study;   

 

IPM and  are not expected to chemically react together and each substance is not expected to 

potentiate the toxicological effects of the other. Consequently, a mixture of these two substances 

together would expect to result in an inhalation LC50 value that would be comparable to each 

individual inhalation LC50 value; the worst case would be the LC50 value of2.7 mg!L from an 

old not~well documented study utilizing  as the test substance; this would result in a Toxicity 

Category lii for acute inhalation exposures. 

90~Day Dermal Toxicity~ TGAI 

Two 28~day dennal toxicity studies (CIR, 1982) and two dermal carcinogenicity studies were 

conducted with IPM as the test substance; in addition a 28~day dermal toxicity study in pigs was 

conducted with the EP. Localized lesions and inflammation were found at the dose sites of 

animals administered IPM for 28 days. However, there were no adverse effects, including dermal 

lesions at the dose site, observed in pigs administered the EP for 28 days or for mice administered 

IPM for lifespan. A 90~day dennal toxicity study would be intemwdiate in length to these two 

study types and consequently, the results would bracket the results from 90 days of expoSure· to 

IPM undiluted and localized dennal effects would likely be found after 90 days of expo~UJ e,'tut 

not systemic adverse effects. In addition, the phannacokinetic study conduc~Cd ~n::-:::hildre~ (~ee 

summary in Physiological Fate section and Volume 20) indicates that absorp~icr.·.JfiPrvi o;··  

after potential dem1al exposure from the typical use of RESULTIXTM is likely t0 _be miitim&l (ll' 

nonexistent. 

321

*Confidential Statement of Formula may be entitled to confidential treatment*

*Confidential Statement of Formula may be entitled to confidential treatment*

*Confidential Statement of Formula may be entitled to confidential treatment*

*Confidential Statement of Formula may be entitled to confidential treatment*

*Confidential Statement of Formula may be entitled to confidential treatment*

*Confidential Statement of Formula may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*



I""UIU1 1"\ !U'o't:!U UIVIC I'<U. LUI U-UUOU 

..... <0 "'''t.. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(Szl 401 M Street, S.W . 
... ::;:7 WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessafY forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, DPPE Information Management Division 12137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 EPA Reg. No./File Symbol 86865-R 1Page6of6 

Applicanfs I Registrant's Name & Address Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
Reference Guideline Study Name MRIO Number Submitter Status Note 
Number 

Tier I As listed under 40CFR Part 158.2060 

850.1010 Aquatic invertebrate acute toxicity, freshwater daphnids Piedmont Animal Health Volume 21 

850.1075 Fish acute toxicity test, freshwater and marine Piedmont Animal Health Volume 21 

850.2100 A vi an acute oral toxicity Piedmont Animal Health Volume 21 

850.2200 A vi an dietary toxicity Piedmont Animal Health Volume 21 

850.4100 Terrestrial plant toxicity, seedling emergence Piedmont Animal Health Volume 21 

850.4150 Terrestrial plant toxicity, vegetative vigor Piedmont Animal Health Volume 21 

880.4350 No'lt<~rget i'lsf'r.Uesting Piedmont Animal Health Volume 21 .__,. __ .. __ .. 
As listed under 40CFR Part 158.2070 

810.3300 
1 

Treatrn::11tsto _Cont"d:Pes~s· of Humans and Pets Piedmont Animal Health Volumes 18, 19 

Signatt•ril. : · . . :. .. Name and Title Date /!dLL- j 1/ ;; f/, /) Kathleen G. Palma, Ph.D . o:J..D£c.. aoo/ ... <-~-~· 
' r ) ?· , Vice President of Research & Development 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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,-,~, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(#SJ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Papttrwo..t Reduction Act Notice: The ptJblic l"ej)Otling bu«<en for this ccllection of infotmation is estimated to average 0.25 hours per response for registration aclivi!ies and 0.25 hours per 
response for reregistration end special ~'liew activities, inclucling lime for reading the instructions and completing the necessary forms. Send comments regatding !he burden estimate or any other 
as pact olthls collection of information, including suggestions klr reducing the burden to: Director, OPPE Inform ali on Management O!vlslon (2137), u.S. Environmental Protection Agency, 401 M 
Street, S.W., Wathington, OC 2~60. Oo not &end the form to this addrest. 

DATA MATRIX 

"''· December 11, 2009 EPA Reg. No./F!Ie Symbol 86865-R !Paga1of6 
Applicant's I Regist,.nt'a Nl!lme & Addi'HS Prod<>ct 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIX™ 

Greensboro, NC 27410 

Ingredient 
Guldel!na 
Refmtnce Guideline Study Name MRIONumbar Submitter StattJs Note 
Number 

As listed under 40CFR Part 158.2030 

880.1100 Product identity and composition 47811701 Piedmont Animal Health Own Also VOlume 2 
·-

880.1200 Description of starting materials, production and formulation process 47811701 Piedmont Animal Health Own Also Volume 2 

880.1400 Discussion of fonnation of impurities 47811701 Piedmont Animal Health Own Also Volume 2 

830.1700 Preliminary analysis Piedmont Animal Health Own Volumes 2, 3 

830.1750 Certified limits Piedmont Animal Health Own Volumes 2, 3 
---

830.1800 Enforcement analytical method Piedmont Animal Health Own Volumes 2, 3 

830.1900 Submittal of samples Not Applicable (NA) 

830.6302 Color Piedmont Animal Health Own Volume 2 

830.6303 Physical state Piedmont Animal Health Own Volume 2 ,, __ ·-·-· 
830.6304 Odor Piedmont Animal Health Own Volume2 

830.6313 Stability to nonnal and elevated temperature, metals & metal ions Piedmont Animal Health Own Volumes 4, 5 

830.6315 Flammability Piedmont Animal Health Own Volumes 2, 6 

Slgi!jj}__ '). ;p ~/ fA. f) 
Namo and Tille Oaf a 

Kalhleen G. Palma, Ph.D. ;-z-f¥/o'J 
Vice President of Research & Develooment 

" " lyPap, .gency •py 
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t-Omt APP_roveu UMI:S NO. <!:OfO-UUI:IU 

,..., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(sl 401 M Street, S.W. 

'-" WASHINGTON, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of informatjon is estimated to awrage 0.25 hours per respon~U~for registration activities a net 0.25 houm per 
response for tereg~tmrlon and speci.W review activities, inclucting time fur teading \he lnsttuctlons and completing the necessary forms. Send eomments regarding rho burden estimate or any other 
asped of this collectioo of in1ormation, lnciU<llng suggestions for reducing the burden to: DinJctor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M · 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

o ... December It, 2009 EPA Rag. No./FIIe Symbol 86865-R 1Page2ol6 
Applicanfs I Registrant's Name & Addmss Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIX™ 

Greensboro NC 27410 
Ingredient 

Guidelino 
Ratareneo Guideline Study Name MRID Num!Mir Submittar S~tus .... 
Number 

830.6317 Storage stability Piedmont Animal Health Own Volumes 2, 4, 5, 7, 8 

830.6319 Miscibility Piedmont Animal Health Own Volume 2 

830.6320 Corrosion characteristics Piedmont Animal Health Own Volumes 4, 5, 7 

830.7000 pH Piedmont Animal Health Own Volume2 

830.7050 UVNisible absorption Piedmont Animal Health Own Volumes 8, 9 

830.7100 Viscosity Piedmont Animal Health Own Volume2 

830.7200 Melting point/melting range Piedmont Animal Health Own Volume2 

830.7220 Boiling point/boiling range Piedmont Animal Health Own Volume2 
"" 

830.7300 Density/relative density/bulk density Piedmont Animal Health Own Volume2 

830.7520 Particle size, fiber length, and diameter distribution Piedmnnt Animal Health Own Volwne2 

830.7550. Panition coefficient (octanol-watel") Piedmont Animal Health Own Volume2 
7560 7570 -
830.7840 Water solubility; Column elution method; shake flask Piedmont Animal Health Own Volume2 

830.7950 Vapor pressure Piedmont Animal Health Own Volume2 
---

sr~ ?~ ~j [) 
Nama ilnd Titre Dote 

Kathleen G. Palma, Ph.D. izl! <~/ () '! ;ttL_c;) J •• yice President of Research & De_y~JI?Ptncnt 
--

EPA Fotm 8570-35 (9-97) Electronic and Paper versions available. Sub mil only Peper 11ersion. Agency Internal Use Copy 
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I"Orm Aoorovea UMH No. 2070•00130 

.ra""· 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~ 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperwork ~uctlon Act Notice: The public reporting burden for this colledlon of information is eslimat«t to average 0.25 hours per response for registration activities and 0.25 hours per 
responH tor reregistration and special review activities, Including lime for reading the instructions and completing the necessary fOfllls. Send commanls regarding the l:Jurtlen estimate or an~ other 
aspect ot this collection of Information, Including suggutions for reducing the burden to: Directur, OPPE Information Management Division (2t37), U.S. Environmental Protection Agency, 4Dt M 
Street, S.W., Washington, DC20460. Do not send the form lo this address. 

DATA MATRIX 

"'" December II, 2009 
------ EPA Reg. No./Fita Symbol 86865-R I Page 3 otf 

Appllcanfs 1 Reg.lstranfs Name & Addr«SS Product 
Piedmont Animal Heahh LLC 
204 Mnirs Chapel Road, Suite 200 RESULTIX™ 

Greensboro NC27410 

Ingredient 
Guideline 
Reference Guldelln& Study Nama MRID Number 

Numb&r 
Sul:lmiHer Status """' 

As listed under 40CFR Part 158.2040 
860.1100 Chemical identity 

860.1200 Directions for Use --·-
860.1300 Nature of the residue in ~·plants, livestock 

---
860.1340 Residue analytical method 

860.1360 Multiresidue method 

860.1400 Magnitude of the residue -potable water, fish, irrigated crops All data requirements are 
860.1460 Food handling NOT APPLICABLE 

860.1480 Meat/milk/poultry/eggs because this EP is not for 

860.1500 Crop field trials food uses. 

860.1520 Processed food/feed 

860.1540 Anticipated Residues 

860.1550 Proposed tolerances 

860.1560 Reasonable grmmds in support of the petition 

860,1650 Submittal of analytical reference standards 

""{;iLL],?~/ fl D. 
Nama and Title """ Kathleen G. Palma, Ph.D. JZ./'f jo1 
Vice President of Research & Develonment 

EPA Fmm 6570-3519-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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I""UIIll"' 1UY¥U vm~:~ f'IU • .:vtu-wou 

.r".A"'· UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~) 401 M Street, S.W. 

-" WASHINGTON, D.C. 20460 
Paperwork Reduction At:t Notice: The pubiic reporting burden for !hit eoNeetion of informalion it estimated lo aver41;1e 0.25 hours per response for teglltration IICiivities and 0.25 hours pel 
re&POnse tor reragislralfon and special review activilies, lnciudlng time for reading the lnslrucllons and oompi~lng the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this coliection of information, Including suggestions for reducing the burdan to: Director, OPPE information Management Division {2137), U.S. Environmental Proled:ion Agency, 40t M 
Street, S.W., Washington, DC 20460. Do not send the form to this add111ss. 

DATA MATRIX - December 11,2009 EPA Reg. No./FIIe Symbol 86865·R I Page 4of8 
Applicanrs I Registrant's Nama & Addrus Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIX™ 

Greensboro NC 27410 
Ingredient 

Guideline 
Rafer11nce Guideline Study Nama MRIDNumbar Submit1er Status Note 
Number 

Tier I As listed under 40CFR Part I 58.2050 

870.1 100 Acute oral toxicity Piedmont Animal Health Own Volwne 10 

870.1200 Acute dennal toxicity Piedmont Animal Health Own Volumes 10, II, 12 

870.1300 Aeute inhalation toxicity Piedmont Animal Health Own Volume 10 

870.2400 Acute eye irritation Piedmont Animal Health Own Volwnes 10, 13 

870.2500 Acute demud irritation Piedmont Animal Health Own Volumes 10, 14 

870.2600 Skin sensitization Piedmont Animal Health Own Volumes 10, IS 
---·--

None Hypersensitivity Incidents Piedmont Animal Health Own Volwne 10 

870.3050 Repeated dose 28-day oral toxicity Piedmont Animal Health Own Volumes 10, 16 • 

870.3100 90-day oral toxicity Piedmont Animal Health Own Volume 10 

"'"? 9, "2d ~ 
Name and Title 

"7-z-/~'~-It) 1 .[;ttl__ ' f;. ~ 1 l P. Kathleen G. Palma, Ph.D. 

- Vice President of Research & Development 

EPA Form 8570·35 {9-97) Elecironicand Paper versions avaliabie. Submit only Papen version. Agency lnlttrnal Use Copy 
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FonnA1 • uunr> -d OMB No. 2070·0060 ou ... -
_... ........ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

'&l 401 M Street, S.W. 
~::;" WASHINGTON, D.C. 20460 

Paperwork Reduction Act No11ce: The public reporting burden for this collection of infom1ation is estimated to awrage 0.25 hOurs per resp011se for registration activities and 0.25 hours per 
response for reregistration and spectal revieW aclivitles, Including lime for reading the instructions and completing the necess;uy forms. Send comments regarding the burden estimate or any other 
asp~ ot this collection of infonnation, including suggestions tor reducing the burden to: Director, OPPE Information Management Divblion (2t37), U.S. Environmental Protection Agency, 401 M 
Street, s.w., Washington, DC 20400. Do not send the fonn to this address. 

DATA MATRIX 

Date December II, 2009 EPA Reg. No./FIIe Symbot 86865-R I Page5of6 
·----··---

Applicanrs I Rogistranrs Name & Addraas Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
Reference Guideline study Namo MRlDNumber Submitter Statuo Note 
Number 

S70.3200 21128-day dennal toxicity Piedmont Animal Healfh Own Volumes 10, 17 

870.3250 90-day detmal toxicity Piedmont Animal Health Own Volume 10 

870.3465 90-day inllllla1ion toxicity Piedmont Animal Health Own Volume 10 

870-3700 Prenatal developmental toxicity Piedmont Animal Health Own Volume 10 

870.4200 Carcinogenicity Piedmont Animal Health Own Volume 10 -
870.5100 Bacterial reverse mutation test Piedmont Animal Health Own Volume 10 

870.5300 In vitro mammalian cell gene mutation test Piedmont Animal Health Own Volume 10 

870.5375 In vilro mammalian chromosome aberration test Piedmont Animal Health Own Volume 10 

Special Testing 

870.7200 Companion animal safety Piedmont Animal Health Own Volumes 18, 19 

870.7485 Metabolism and phennacokinetics Piedmont Animal Health Own Volumes 10, 20 

·~y.;:tfj___ Cj, ;p~l 14 J) 
Name and Title 

OM& I Kathleen G. Palma, Ph.D. ;z__);+ o'l 
Vice President of Research & Development 

-~--
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r-orm 1\P~OO UMt:l NO. :.!IJfU.UUtiU 

,...., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~ 401 M Street, S. W. 
WASHINGTON, D.C. 20460 

P;aperWOrk R9cluctlon Aet Notice: The public reporting bunl'en forth is collection of information Is estimated to average 0.25 hours per re11ponse for registration actlvilles and 0.25 !leurs per 
response for reregistratlofl and special review activities, including time for reading the instructions end completing the neceuary forms. Send comments regarding the burden estimate or any other 
aspect otthls collection of information, including suggestions lot reducing !he burden to: Director. OPPE ltltormation Management Division {2137), U.S. Environmenlal Protecllon Agency, 401 M 

I Slreet, S.W., Washington, DC 20460. De not send the fonn to this address. 

DATA MATRIX 

Date December 1 I, 2009 EPA Reg. No./FIJe Symbol 86865-R I Page6of6 
Applicant's 1 Registrants Name & Address Produc:t 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
Refli!Ntncs 
Number 

Guideline Study Name MRID Number Submitter Status Note 

Tier I As listed under 40CFR Part 158.2060 

850.1010 Aquatic imertcbrate acute toxicity, freshwater daphnids Piedmont Animal Health Own Volume21 
.. ~.~~-

850.1075 Fish acute toxicity test, freshwater and marine Piedmont Animal Health Own Volume21 

S50.2100 Avian acute oral toxicity Piedmont Animal Health Own Volume21 

850.2200 Avian dietary toxicity Piedmont Animal Health Own Volume2l 

S50.4100 Terrestrial plant toxicity, seedling emergence Piedmont Animal Health Own Volume21 

850.4150 Terrestrial plant toxicity, vegetative vigor Piedmont Animal Health Own Volume2l 

880.4350 Nontarget insect testing Piedmont Animal Health Own Volume21 

·~·-~·-· --
As listed under 40CFR Part 158.2070 

SJO.JJO(} Treatments to Control Pests of Humans and Pets Piedmont Animal Health Own Volumes 18, 19 
-

Slgn•l"}:dt.L___ 9, ?~ fX f) 
Name and Title "''" I 

Kathleen G. Palma. Ph.D. (2../ts£/o'l Vice President of Research & DeveloEment -·-·---- I 
EPA Form 6570-35 {9-97) ElectroniC and Paper versions available. Sub mil ooly Paper IIIHSion. Agency Internal Use Copy 
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Biochemical Pesticide Human Health Assessment Data Requirements 
(From 40CFR §158.2050 and Listed on Data Matrix in Volume 1) 

As per the meeting minutes that Piedmont Animal Health and the EPA agreed to, the registration of 

RESULTIXTM end-use product (EP) requires fulfillment of requirements for both the EP and the 

technical-grade active ingredienUmanufacturing-use product (TGAVMP). Below are the Tier I 

toxicology requirements for supporting the registration of this EP as a biochemical pesticide. This 

table describes the material (TGAI, EP, or both) tested to fulfill these requirements, whether the 

study is required (R) or conditionally required (C) for the general use pattern for RESULTIXTM 

(Residential Outdoor Non-Food Use), the corresponding test note number (based on footnotes for 

the table in 40CFR § 158.2050), and the volume containing pertinent information. 

Table 1. Toxicity Data Requirements 

Required (R) 

Gdln Material or 
Description Conditional Volume 

No. Tested (C) 
& Note #(a) 

870.1100 Acute Oral Toxicity Both R I !0 

870.1200 Acute Dermal Toxicity Both R I, 2 10. 11, 12 

870.1300 Acute Inhalation Toxicity Both R 3 10 

870.2400 Acute Eye Irritation Both R 2 10. 13 

870.2500 Acute Dermal Irritation Both R 
'· 2 

10. 14 

870.2600 Skin Sensitization Both R 2. 4 10. 15 

None Hypersensitivity Incidents Both R 5 10 

870.3100 90-Day Oral Toxicity TGAI c 6 10 

870.3250 90-Day Dermal Toxicity TGAI c 7 ;o .. 
870.3465 90-Day Inhalation Toxicity TGAI c 8 JJ 

--'--'-' 

870.3700 Prenatal Developmental Toxicity TGAI c • <; 10. 

870.5100 Bacterial Reverse Mutation Test TGAI c i0 ·iO 

870.5300. 5375 In Vitro Mammalian Cell Assay TGAI c T0 10 

870.7200 Companion Animal Safety EP R 11 18,1~ 

(a) See next page for notes. 

Volume 10 Page 5 
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The following Test Notes are taken directly from 40CFR Part § 158.2050. Relevancy pertains to the 

EPA general use pattern, actual use and properties oflPM or RESULTIXTM. If considered not 

relevant or if relevancy is questionable(?), further discussion is presented in this Volume 10. 

Table 2. Test Notes to Determine Relevancy 

Description Relevant Study 

I. Required unless the test material is a gas or highly volatile. Yes 
Acute 
oralJdennal 

2. Required unless test material is corrosive to skin or has pH <2 or> 11.5. Yes Acute dennal 

3. Required when the pesticide, under conditions of use, would result in 
Yes 

Acute 
respirable material (e.g., gas, volatile substance or aerosol!particulate) ... inhalation 

4. Required if repeated contact with human skin is likely to occur under 
Yes 

Dermal, 
conditions of use. Sensitization 

5. Hypersensitivity (HS) incidents must be reported as adverse effects data. Yes HS 

6. Required for non-food uses that are likely to result in repeated oral 
No 90-day oral 

exposure to humans. 

7. Required to support uses involving purposeful application to the human 
skin or which would result in comparable prolonged human exposure to Yes 90-day dermal 
product ... and if any of the following criteria are met: 

1. Data from a 90-day oral study are not required. Met 

11. The active ingredient is known or expected to be metabolized 
differently by the dennal route of exposure than by the oral route and NAta> 

the metabolite is of toxicological concern. 

iii. The use pattern is such that the dermal route would be the primary NA(b> 
route of exposure. 

8. Required if there is a likelihood of significant levels of repeated ?(e) 90-day 
inhalation exposure to the pesticide as a gas, vapor, or aerosol. inhalation 

9. Required if the use of the product under widespread and commonly 
Prenatal 

recognized practice may reasonably be expected to result in significant ?(c) develop-
exposure to female humans (e.g., occupational exposure or repeated mental 
application of insect repellents directly to the skin). 

10. Required to support nonfood uses if either: RaCfei-:ial 
1. The use is likely to result in significant human exposure; or ?(e) re·.'crs~ 

ii. The active ingredient (or its metabolites) is structurally related to a 
mutat:on; 
In vi.ro 

known mutagen or belongs to any chemical class of compounds NA :Qtfl.fQ!ol~lian 
containing a known mutagen. ... 

11. May be required if the product's use will result in exposure to domestic 
CvL.-1.pi:llon 

animals through, but not limited to, direct application or consumption of y~~: Aniru.al Safety 
treated feed (No. 20 in 40CFR §158.2050 table). . .... 

(•) NA- Not Applicable. 
(b) Whether inhalation or dermal is major route of exposure is not relevant; the first criterion was met. 
(o) Relevancy depends upon what is considered significant (the frequency of use?); see Justification section ~c f:.:rther 

discussion. 

Volume 10 Page 6 
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Introduction 

Isopropyl Myristate 

The active ingredient (TGAI) is isopropyl myristate (!PM; CAS No.I! 0-27-0), an esterified fatty 

acid. Isopropyl myristate is its IUPAC name; synonyms include 1 ~methyl ethyl tetradecanoate, 

tetradecanoic acid, 1-rnethylethyl ester, and myristic acid isopropyl ester. 

IPM is synthesized from the reaction of myristic acid and isopropyl alcohol (See Volume 2); purity 

and impurity composition are further described in Volume 3. The molecular weight of !PM is 

270.5 Daltons. Its empirical formula is C17H3402, and its structure is: 

EPA FIFRA Regulatory Information 

Isopropyl myristate (IPM) is unique in that it has been an approved active ingredient and it is 

currently an approved inert ingredient for food uses (qualifying it for non-food uses as well). IPM 

was one of a mixture of active ingredients in three EPs (EPA Reg. Nos. 7745-3, 8082-2, 9799-1 ), 

which were cancelled in 1986-87; however, there has never been a TGAVMP registration for IPM 

(See Information Searches and Results section). 

More importantly, IPM, as an inert ingredient, is exempted from the requirement of a tolerance 

under 40CFR § 180.910 and it is being proposed for addition to the minimal risk pesticide inerts list 

under FIFRA 25(b). As of October 2009 (via e-CFR), IPM has a tolerance exemption as an solvent 

in pesticide formulations applied to growing crops or to raw agricultural commodities after harvest. 

It is on a list of"Inert Ingredients Eligible for FIFRA 25(b) Pesticide Products" (Updated March 3, 

2009; AT: http://www.epa.gov/opprd001/inerts/section25b inerts.pd:f). To be exempted from 

FIFRA requirements under FIFRA 25(b), actives and inerts have to be of minimal risk to humans 

and the environment. Thus, because IPM is being considered for addition to this list and also that 

IPM is exempt from tolerances on all pre- and postharvest food crops and commodities~ the EPA 

acknowledges that IPM is of minimal or no toxicological or environmental concern. 

EPA TSCA Regulatory Information 

IPM is extensively-produced as an industrial or fragrance chemical in the United States,:as_ 

regulated under TSCA. ln 2006 (the most recent reporting period for the EPA 'fSCA in•:entory), 

more than 1 million pounds ofiPM were manufactured in or imported to the United S:r..t-::3, which 

makes lPM an HPV (high-production volume) chemical. 

Volume 10 Page 7 
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FDA Regulatory Information 

IPM is used as an excipient in many drug products particularly for transdermal applications and also 

as a cosmetic ingredient. IPM is in numerous otic and topical preparations at concentrations up to 

50% of the formulation and in vaginal products at concentrations up to 5% of the formulation (FDA 

Inactive Ingredients Database; updated October 2009). It is also one of most frequently used 

cosmetic ingredients (FDA VCRP Cosmetic Ingredient Listing; updated May 2009). 

RESULTIXTM End-Use Product 

The EP, RESULTIX™, is a 50% w/w solution ofiPM and  

  is the only inert ingredient in this formulation; it is on the non-food inert 

ingredients list (page  of72 of the updated January 27, 2009list; AT: 

http://www.epa.gov/opprdOOl/inertslinert_nonfooduse.pdf). In addition, it is used extensively as a 

  . The molecular weight of  is 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, 0 C. 20460 

Kathleen G, Palma, Ph.D, 
Regulatory Affairs, Consultant 
Piedmont Animal Health 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Dear Dr. Palma: 

JUN 1 7 2009 

Subject: Response to Notes dated June 8, 2009 
Meeting with Piedmont Animal Health 

OFflCE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The Agency is in receipt of the meeting notes from the April 30 pre~ registration 
meeting with Piedmont Animal Health concerning a new product containing the 
unregistered biochemical, isopropyl myristate. The following is the Agency's official 
response to the meeting notes per the action items as listed in your letter: 

I) Piedmont Animal Health Note: 

Piedmont Animal Health received a biochemical classification for this product. 
Consequently the EPA will accept a reduced safety data set for registration which would 
only include Tier I safety requirements as outlined in I 58.2030, the Biochemical 
pesticides product chemistry data requirements table. Tier II safety requirements \viii 
probably not required. 

Agency Response 

There are no Tiers for product chemistry. All product chemistry data guidelines must be 
satisfied for both the Technical Grade Active Ingredient (TGAI) and the End Use Product 
(EP). As you stated in your note above, please refer to 40 CFR § 158.2030 for 
biochemical pesticides product chemistry data requirements. 

lnterne! Address {URL) o http:llvmw epa gov 
Rt~cyclediRcc.yclable • Pnnted with Vefl<:>!able Oil Sa!td Inks on 100% Postconsumer, Process Chlorine Fme Recycled Papet 333
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2) Piedmont Animal Health Note: 

The tick spray consists of 50% Isopropyl rnyristate, the active and 50%
, the excipient. There is no label or Confidential Certificate of Formulation (CSF). 

The spray could be used on an "as needed" basis. EPA instructed PAH that  should be 
cleared as the excipient under 40 CFR § 189.30 and contact PV Shaw or Kerry Grenstad. 
PAH can replace with another excipient or go to the "inerts" branch if necessary. EPA 
acknowledged that the "inerts" branch would be fast since this tick spray is a non~food 
use. 

Agency Response 

All pesticide products must bear a label with all of the required labeling language. Please 
refer to 40 CFR § 156-Labeling Requirements for Pesticides and Devices. You must 
have a Confidential Statement of Fonnula (CSF) for your product, and it must be 
completely filled out. The CSF EPA fonn 8570-4. Tips for avoiding Confidential 
Statement of Formula or Product Chemistry issues with Biopesticides can be found via 
the follmving internet link: www.epa.gov/pesticideslbiopesticides/regtools/index.htm. 
This aforementioned link is also a good source for all issues related to registering 
biopesticides. The Agency is in agreement \Vith your understanding that you must have 
your inert ingredients cleared by the "Inerts Assessment Branch". You may contact 
Prakashchandra (PV) Shah at 703.308.1846. For clarification purposes, BPPD cannot 
speak as to the speed of clearance of any inert ingredients. Inert Assessment Branch is in 
a different division. 

3 Piedmont Animal Health Note: 

Piedmont Animal Health gave a brief history of the tick spray's development. The tick 
spray has a safe profile in humans because Phase 3 clinical trials with CDERIFDA under 
INAD 66,651 were conducted with the same product as a head lice product for humans. 
The clinical studies with the safety profiles will be submitted to support safety with 
humans for the tick product. Once the product is sprayed on a tick, death begins less than 
4 hours after the tick is sprayed. Some ticks may be moribund but will die within 24 
hours. The isopropyl myristate, a fatty acid ester,  

 
 EPA provided PAH with a handout listing the data requirements. EPA 

mentioned some of those requirements. Technical and end-use data requirements should 
be satisfied. All data requirements should be addressed even if those requirements are 
not applicable. An explanation as to why the data requirement is not applicable should be 
provided. Units should be included with the CSF. All "impurities should be sent by the 
supplier even if that information is proprietary. As long as reference are specific, EPA 
can use them. 

Agency Reponse 
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The Agency is in agreement with you note above with the exception that all data 
requirements MUST be addressed, and the references that you have MUST be submitted 
with your application for registration. 

4 Piedmont Animal Health Note: 

Per 86.5, formatted data requirements must pass administrative screen for formatting. If 
literature is used in the submission, use info doc as guidance to use literature references. 
The type of acceptable cited literature would be pecr~reviewed articles, scientifically 
credible data and a citation from the MRID. 

Agency Response 

The Agency is in agreement with the discussion as outlined above. All data submitted 
must be formatted according to PR Notice 86~5. 

5 Piedmont Animal Health Note: 

Since this tick product is considered a B-600 (non-food use new product) the cost is 
$15,700 however PAH may qualify for a small business waiver under PRJA2 (Pesticide 
Registration Act). No studies are waived unless there is no exposure or the product is 
very acidic or basic. Given these criteria, PAH will not be granted a waiver for the tick 
spray. 

Agency Reponse 

The Agency is in agreement with the discussion that your product is a new active 
ingredient non-food use and would be classified as a 8600 under Pesticide Registration 
Improvement Act (PRIA 2). PAH stated that the fee would be $15,700. The Agency is 
in agreement with your note that PAH may qualify for a small business waiver. The 
Agency is in agreement that no guideline studies are waived unless there is no exposure. 

6 Piedmont Animal Health Note: 

For the toxicology discussion, exposure should be discussed provided endpoints are 
identified. EPA will do the risk assessment. The pharmacokinetic studies done for the 
development of the human head louse product (ResultzTM) can be used to support the tick 
spray product for dogs. The global use of ResultzT~'>I and the post-marketing safety profile 
can also be used to support the safety of the tick spray. 

Agency Response 

It is important to note that all Tier I data requirements MUST be addressed individually. 
The safety profile is contingent upon Biopestieide and Pollution Prevention Division's 
review of the data and the acceptability of those data. 
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7) Piedmont Animal Health Note: 

The Environmental Assessment completed for ResultzTM should address the ecological 
requirements. A rationale should be written why a bird study is not required given that 
birds should not come into contact with this product. Fish and aquatic invertebrate 
studies should be addressed because dogs do swim. EPA is concerned for endangered 
species. 

Agencv Response 

The Agency is in agreement with the note above. 

8) PRIA Category 

In the efficacy study there should be a 90% reduction in ticks. Given that the tick spmy 
is most efficacious when sprayed on dry dogs, the label may need to read "apply to dry 
dog". Ms. Gonzales stated that she would look into the requirement for companion 
animal safety and respond back to PAH. PAH stated that the safety could be tied into the 
efficacy study with possible physical exams and clinical blood chemistries. There is no 
requirement to submit the efficacy protocol but the typical protocol format should be 
used. The end use product is the only thing to be registered. 

Agency Response 

The Agency is in agreement with the note above. Also you must address companion 
animal study according to 40 CFR § 158.2050. 

Should you have any questions regarding this response to your meeting notes, you may 
contact Leonard Cole directly at 703.305.5412 or via email at cole.leonard(W,epa.gov. 
We hope that you find this information helpful. 

Sincerely, 

~~ f-Hvl1 
Linda A. Hollis, Chief 
Biochemical Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511P) 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA-HQ-OPP-201!Hl096; FRL-8811-6] 

Pesticide Products; Registration 
Applications 

AGENCY: Environmental Protection 
Agency {EPA). 
ACTION: Notice. 

SUMMARY: EPA has received applications 
to register pesticide products containing 
active ingredients not included in any 
previously registered pesticide 
products. Pursuant to the provisions of 
section 3{c){4) ofthe Federal Insecticide, 
Fungicide, and Rodenticide Act 
{FIFRA), EPA is hereby providing notice 
of receipt and opportunity to comment 
on these applications. 
OATES: Comments must be received on 
or before April 9, 2010. 
ADDRESSES: Submit your comments, 
identified by docket identifica1ion (ID) 
number and the File Symbol(s) of 
interest as shown in the body of this 
document, by one ofthe following 
methods: 

• Federal eRulemaking Portal: http:// 
www.regulotions.gav. Follow the on-line 
instructions for submitting comments. 

• Mail: Office of Pesticide Programs 
{OPP) Regulatory Public Docket (7502P), 
Environmental Protection Agency, 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460-0001. 

• Delivery: OPP Regulatory Public 
Docket (7502P), Environmental 
Protection Agency, Rm. S-4400, One 

Potomac Yard (South Bldg.), 2777 S. 
Crystal Dr., Arlington, VA. Deliveries 
are only accepted during the Docket 
Facility's normal hours of opera1ion 
(8:30a.m. to 4 p.m., Monday through 
Friday, excluding legal holidays). 
Special arrangements should be made 
for deliveries of boxed information. The 
Docket Facility telephone number is 
{703) 305-5805. 

Instructions: Direct your comments to 
the docket Identification (ID) number 
and the File Symbol(s) for the 
application(s) of interest as shown in 
the body of this document. EPA's policy 
is that all comments received will be 
included in the docket without change 
and may be made available on-line at 
h tt p:l !uTJ-vw.regulatians.gov, including 
any personal information provided, 
unless the comment includes 
information claimed to be Confidential 
Business Information (CBI) or other 
information whose disclosure is 
restricted by statute. Do not submit 
information that you consider to be CBI 
or otherwise protected through 
regulations.gov or e-mail. The 
regulations.gov website is an 
"anonymous access" system, which 
means EPA will not know your identity 
or contact information unless you 
provide it in the body of your comment. 
If you send an e-mail comment directly 
to EPA without going through 
regulations.gov, your e-mail address 
will be automatically captured and 
included as part ofthe comment that is 
placed in the docket and made available 
on the Internet. If you submit an 

electronic comment, EPA recommends 
that you include your name and other 
contact information in the body of your 
comment and with any disk or CD-ROM 
you submit. If EPA cannot read your 
comment due to technical difficulties 
and cannot contact you for clarification, 
EPA may not be able to consider your 
comment. Electronic files should avoid 
the use of special characters, any form 
of encryption, and be free of any defects 
or viruses. 

Docket: All documents in the docket 
are listed in the docket index available 
at http://wwlv.regulations.gav. Although 
listed in the index, some information is 
not publicly available, e.g., CBI or other 
information whose disclosure is 
restricted by statute. Certain other 
material, such as copyrighted material, 
is no1 placed on the Internet and will be 
publicly available only in hard copy 
form. Publicly available docket 
materials are available either in the 
electronic docket at http:! I 
www.regulations.gav, or, if only 
available in hard copy, at the OPP 
Regulatory Public Docket in Rm. S-
4400, One Potomac Yard (South Bldg.), 
2777 S. Crystal Dr., Arlington, VA. The 
hours of operation of this Docket 
Facility are from 8:30a.m. to 4 p.m., 
Monday through Friday, excluding legal 
holidays. The Docket Facility telephone 
number is (703) 305-5805. 

FOR FURTHER INFORMATION CONTACT: The 
Regulatory Action Leader, Biopesticides 
and Pollution Prevention Division 
(7511P), listed in the following table: 

Regulatory Action Leader Telephone Number and E-
mail Address Mailing Address File Symbol(s) 

Driss Benmhend [703) 308-9525 Biopesticides ~d Pollution P1evenlion 5481-LAI 
benmhend.driss@epagov Division (7511 P] 5481-LAO 

Office ot Pesticide P10grams 5481-L TN 
Environmental Protection Agency 548t-LTR 
t200 Pennsylvania Ave., NW. 
Washington, DC 20460...0001 

Susanne Cerielli (703) 308-8077 Do. 86174-E 
cerrelff.susanne @epa.gov 86t74-G 

86t74-R 
86174-U 

Cheryl Greene [703) 308...0352 Do. 86865-R 
greene.chery/@epa.gov 

Denise Greenway (703) 308-8263 Do. 7005t-RNL 
greenway.denise@epagov 84888-E 

84888-R 

Anna Gross (703) 305-5614 Do. 67986--A 
gross.anna@epa.gov 
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Regulatory AcHon Leader Telephone NumbeJ and E- Mailing Address File Symbol(s) mail Addiess 

Jeannine Kausch (703) 347-8920 Do. 
kauschjeannine@epa.gov 

Kathleen Martin (703) 308-2857 Do. 
martin.kathleen@epa.gov 

Chris Pfeifer (703) 308-0031 Do. 
pfeifer.chris@epa.gav 

Ann Sibold (703) 305-6502 Do. 
sibo/d.ann@ epa.gov 

Menyon Adams (703) 347-8496 Do. 
adams.menyon@ epa.gov 

SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does tllis Action Apply to Me? 

You may be potentially affected by 
this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. Potentially 
affected entities may include, but are 
not limited to: 

• Crop production {NAICS code 111). 
• Animal production {NAICS code 

112). 
• Food manufacturing {NAICS code 

311). 
• Pesticide manufacturing {NAICS 

code 32532). 
This listing is not intended to be 

exhaustive, but rather provides a guide 
for readers regarding entities likely to be 
affected by this action. Other types of 
entities not listed in this unit could also 
be affected. The North American 
Industrial Classification System 
{NAICS) codes have been provided to 
assist you and others in determining 
whether this action might apply to 
certain entities. If you have any 
questions regarding the applicability of 
this action to a particular entity, consult 
the person associated with the File 
Symbol of interest and listed under FOR 
FURTHER INFORMATION CONTACT. 

B. What Should I Consider os I Prepare 
My Comments for EPA? 

1. Submitting GBI. Do not submit this 
information to EPA through 
regulations.gov or e-mail. Clearly mark 
the part or ali of the information that 
you claim to be CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside oft he 
disk or CD-ROM as CBI and then 
identify electronically within the disk or 

CD-ROM the specific information that is 
claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing your comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket 10 
number and other identifying 
information (subject heading, Federal 
Register date, and page number). If you 
are commenting on a docket that 
addresses multiple products, please 
indicate to which File Symbol{s) your 
comment applies. 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations {CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain how you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

68539-1 
68539-0 

68539-AN 
8t179-E 
84059-0 

84059-RN 

239-ETNE 
239-ETNG 
239-ETNU 

73314-A 
73314-T 

83028-AN 

84059-AA 

80286-RA 
80286-AT 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. Registration Applications 

EPA received applications to register 
pesticide products containing active 
ingredients not included in any 
previously registered products. Pursuant 
to the provision of section 3{c)(4) of 
FIFRA, EPA is hereby providing notice 
of receipt and opportunity to comment 
on these applications. Notice of receipts 
ofthese applications does not imply a 
decision by the Agency on the 
applications. 

1. File Symbol: 239-ETNE. Docket 
Number: EPA-HQ-OPP-2010-0094. 
Applicant: OMC Consulting, 828 
Tanglewood Lane, East Lansing, Ml 
48823 (on behalf of The Scotts Company 
LLC, d/b/a The Ortho Group, P.O. Box 
190, Marysville, OH 43040). Product 
Name: Phoma Tech. Actfve Ingredient: 
Phomo mocrostomo strain 94-448 at 
92%. Proposed Classification/Use: 
Manufacturing-use product. (K. Martin). 

2. File Symbol: 239-ElNG. Docket 
Number: EPA-HQ-OPP-2010-0094. 
Applicant: OMC Consulting, 828 
Tanglewood Lane, East Lansing, Ml 
48823 {on behalf of The Scotts Company 
LLC, d/b/a The Ortho Group, P.O. Box 
190, Marysville, OH 43040). Product 
Nome: Phoma H. Active Ingredient: 
Phomo mocrostomo strain 94-448 at 
92%. Proposed Classification/Use: 
Terrestrial {nonfood, residential 
outdoor). (K. Martin). 

3. File Symbol: 239-ETNU. Dockel 
Number: EPA-HQ-OPP-2010-0094. 
Applfcant: OMC Consulting, 828 
Tanglewood Lane, East Lansing, MI 
48823 (on behalf of The Scotts Company 
LLC, d/b/a The Ortho Group, P.O. Box 
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190, Marysville, OH 43040). Product 
Nome: Phoma P. Active Ingredient: 
Phomo macrostomo strain 94-44B at 
92%. Proposed Classification/Use: 
Terrestrial (nonfood, residential 
outdoor, nurseries, greenhouses). (K. 
Martin). 

4. File Symbol: 5481-LAI. Docket 
Number: EPA-HQ-OPP-2010-0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Nome: AMV-1018 
Technical. Active Ingredient: 3-decen-2-
one at 98%. Proposed Classification/ 
Use: Manufacturing-use product. (D. 
Benmhend). 

5. File Symbol: 5481-LAO. Docket 
Number: EPA-HQ-OPP-2010-0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Name: AMV-1018 67.5 
EC. Active Ingredient: 3-decen-2-one at 
67.5%. Proposed Classification/Use: 
Potato sprout inhibitor for indoor use 
only. (D. Benmhend). 

6. File Symbol: 5481-L1N. Docket 
Number: EPA-HQ-OPP-2010--D064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Name: AMV-1018 90 EC. 
Active Ingredient: 3-decen-2-one at 
90%. Proposed Classification/Use: 
Potato sprout inhibitor for indoor use 
only. (D. Benmhend). 

7. File Symbol: 5481-LTR. Docket 
Number: EPA-HQ-OPP-2010-0064. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of AMVAC Chemical 
Corporation, 4695 Macarthur Court, 
Suite 1250, Newport Beach, CA 92660-
1706). Product Nome: AMV-1018 EP. 
Active Ingredient: 3-decen-2-one at 
98%. Proposed Classification/Use: 
Potato sprout inhibitor for indoor use 
only. (D. Benmhend). 

8. File Symbol: 67986-A. Docket 
Number. EPA-HQ-OPP-2009-0539. 
Applicant: Interregional Research 
Project Number 4 {IR-4), Rutgers 
University, 500 College Road East, Suite 
201W, Princeton, NJ 08540 (on behalf of 
OmniLytics, 5450 W. Wiley Post Way, 
Salt Lake City, UT 84116). Product 
Nome: AgriPhage CMM. Active 
Ingredient: Bacteriophage of Clovibacter 

michigonensis subsp. michigonensis at 
0.05%. Proposed Classification/Use: 
Bactericide for use against canker on 
tomato. (A. Gross). 

9. File Symbol: 68539-1. Docket 
Number: EPA-HQ-OPP-2010-0057. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf ofBioWorks Incorporated, 100 
Rawson Road, Suite 205, Victor, NY 
14564). Product Name: G-41 Technical. 
Active Ingredient: Trichoderma virens 
strain G-41 a\12.1%. Proposed 
Classification/Use: Manufacturing-use 
product. (J. Kausch). 

10. File Symbol: 68539-0. Docket 
Number: EPA-HQ-OPP-2010-0057. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf ofBioWorks Incorporated, 100 
Rawson Road, Suite 205, Victor, NY 
14564). Product Name: BW240 WP. 
Active Ingredient: Trichoderma vimns 
strain G-41 at 0.61 %. Pmposed 
Clossificotian/Use: Preventative 
fungicide for control of disease 
organisms such as Pythium, 
Phytophthoro, Rhizoctonia, and 
Fusarium on various crops. {J. Kausch) 

11. File Symbol: 68539-RN. Docket 
Number. EPA-I-IQ-OPP-2010-0057. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of BioWorks Incorporated, 100 
Rawson Road, Suite 205, Victor, NY 
14564). Product Nome: BW240 G. Active 
Ingredient: Trichoderma virens strain G-
41 at 0.61 %. Proposed Clossificotian/ 
Use: Preventative fungicide for control 
of disease organisms such as Pythium, 
Phytophthora, Rhizoctonia, and 
Fusarium on various crops. (J. Kausch). 

12. File Symbol: 70051-RNL. Docket 
Number: EPA-HQ-OPP-2010-0103. 
Applicant: Certis USA LLC, 9145 
Guilford Road, Suite 175, Columbia, MD 
21046. Product Name: CX-9090. Active 
Ingredient: Bacillus subtilis strain CX-
9060 at 25.0%. Proposed Classification! 
Use: For the control or suppression of 
fungal and bacterial diseases of 
horticultural crops. (D. Greenwav). 

13. File Symbol: 73314-A. DoCket 
Number: EPA-HQ-OPP-2010-0093. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of Natural Industries 
Incorporated, 6223 Theall Road, 
Houston, TX 77066). Product Nome: 
NoFly(tm). Active Ingredient: 
Paecilomyces fumosoroseus strain FE 
9901 at 18%. Proposed Classification/ 
Use: Greenhouse (only) for control of 
whiteflies, aphids, thrips, psyllids, 
mealybugs, leafhoppers, plant bugs, 

weevils, grasshoppers, mormon crickets, 
locust, and beetles on all greenhouse 
and nursery crops including 
ornamentals, vegetables, and herbs. (K. 
Martin). 

14. File Symbol: 73314-T. Docket 
Number. EP A-HQ-OPP-2010-0093. 
Applicant: Technology Sciences Group 
Incorporated, 1150 18th Street NW., 
Suite 1000, Washington, DC 20036 (on 
behalf of Natural Industries 
Incorporated, 6223 Theall Road, 
Houston, TX 77066). Product Nome: 
NoFly{tm) Technical. Active Ingredient: 
Paecilomyces fumosoroseus strain FE 
9901 at 69%. Proposed Classification! 
Use: Manufacturing-use product. (K. 
Marlin). 

15. File Symbol: 81179-E. Docket 
Number. EPA-HQ-OPP-2010-0056. 
Applicant: Interregional Research 
Project Number 4 (IR-4), Rutgers 
University, 500 College Road East, Suite 
201W, Princeton, NJ 08540 {on behalf of 
BioProdex Incorporated, 8520 NW 2 
Place, Gainesville, FL 32607-1423). 
Product Name: SolviNix. Active 
Ingmdient: Tobacco Mild Green Mosaic 
Tobomovirus at 3%. Proposed 
Classification/Use: Post-emergent 
herbicide for control of tropical soda 
apple (Solanum viorum) in citrus, 
forestry, grass pastures, rangeland, sod
production fields, roadsides, sugarcane, 
temperate fruits and nuts, tropical fruits 
and nuts, turf, Conservation Reserve 
Program and other natural areas, and 
rights-of-way. {f. Kausch). 

16. File Symbol: 83028-RN. Docket 
Number: EPA-HQ-OPP-2010-0080. 
Applicant: NCA Biotech Incorporated, 
3406 Pomona Boulevard, Pomona, CA 
91768. Product Nome: Technical 
Salicylic Acid. Active Ingredient: 
Salicylic Acid at 98.7%. Proposed 
Classification/Use: Manufacturing-use 
product for formulation into plant 
growth regulator end-use products. (J. 
Pfeifer). 

17. File Symbol: 84059--0. Docket 
Number: EPA-HQ-OPP-201D-0058. 
Applicant: Marrone Bio Innovations 
Incorporated, 2121 Second Street, Suite 
8-107, Davis, CA 95618. Product Nome: 
MBI-203 TGAI. Active Ingredient: 
Chromobacterium subtsugae strain 
PRAA4-F at 100.00%. Proposed 
Classification/Use: Manufacturing-use 
product. (J. Kausch). 

18. File Symbol: 84059-RN. Docket 
Number: EPA-HQ-OPP-2010-0058. 
Applicant: Marrone Bio Innovations 
Incorporated, 2121 Second Street, Suite 
B-107, Davis, CA 95618. Product Name: 
MBI-203 EP. Active Ingredient: 
Chromobacterium subtsugoe strain 
PRAA4-F at 94.50%. Proposed 
Classification/Use: Insecticide for use in 
the control or suppression of many 
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foliar-feeding pests such as caterpillars, 
foliage-feeding coleopteran, aphids, 
whiteflies, and plant-sucking mites on 
ornamental plants, turf, and various 
edible crops. (J. Kausch). 

19. File Symbol: 84059-RR. Docket 
Number. EPA-HQ-OPP-2010-0079. 
Applicant: Marrone Bio Innovations 
Incorporated, 2121 Second Street, Suite 
8-107, Davis, CA 95618. Product Name: 
MBI-005. Active Ingredient; 
Streptomyces ocidiscabies strain RL-
110T at 100%. Proposed Classification/ 
Use: Manufacturing-use product. (A. 
Sibold). 

20. File Symbol: 84888-E. Docket 
Number. EPA-HQ-OPP-2010-0090. 
Applicant: Technology Sciences Group 
Incorporated, 712 Fifth Street, Suite A, 
Davis, CA 95616 (on behalf of Agrium 
Advanced Technologies RP 
Incorporated, 10 Craig Street, Brantford, 
Ontario Canada N3R 7J1). Product 
Name: Nivalis. Active Ingredient: 
Typhulo phacorrhiza strain 94671 at 
4.00%. Proposed Classification/Use: 
Biofungicide for turf. (D. Greenway). 

21. File Symbol; 84888-R. Docket 
Number: EPA-HQ-OPP-2010-0090. 
Applicant: Technology Sciences Group 
Incorporated, 712 Fifth Street, Suite A, 
Davis, CA 95616 (on behalf of Agrium 
Advanced Technologies RP 
Incorporated, 10 Craig Street, Brantford, 
Ontario Canada N3R 7J1). Product 
Nome: Nivalis TechnicaL Active 
Ingredient: Typhula phacorrhiza strain 
94671 at 4.00%. Proposed 
Classification/Use: Manufacturing-use 
product. (D. Greenway). 

22. File Symbol: 86174-E. Docket 
Number: EPA-HQ-OPP-2010-0100. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf of Bio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tullo, 
Austria). Product Nome: Aureobosidium 
pullulons strain DSM 14940 Technical. 
Active Ingredient: Aureobosidium 
pullulons strain DSM 14940 at 80%. 
Proposed Classification/Use: 
Manufacturing-use product. (S. Cerrelii). 

23. File Symbol: 86174-G. Docket 
Numbers: EPA-HQ--OPP-201D-0100 
and EPA-HQ-OPP-2010-0106. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tullo, 
Austria). Product Name: Botector. 
Active Ingredients: Aureobasidium 
pullulans strain DSM 14940 at 50% and 
Aureobasidium pullulans strain DSM 
14941 at 50%. Proposed Classification! 
Use: Fungicide for agricultural, 
commercial, and residential use on 
citrus, grapes, pome fruits, stone fruits, 
and strawberries. (S. Cerre!li). 

24. File Symbol: 86174-R. Docket 
Number: EPA-HQ-OPP-2010-0106. 
Applicant: SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tulln, 
Austria). Product Nome: Aureobasidium 
pullulans strain DSM 14941 Technical. 
Active Ingredient: Aureobosidium 
pullulons strain DSM 14941 at 80%. 
Proposed Classification/Use: 
Manufacturing-use product. (S. Cerrelli). 

25. File Symbol: 86174-U. Docket 
Numbers: EPA-HQ-OPP-2010-0100 
and EPA-HQ-OPP-2010-0106. 
Applicant; SciReg Incorporated, 12733 
Director's Loop, Woodbridge, VA 22192 
(on behalf ofBio-Ferm GmbH, Konrad 
Lorenz Strasse 20, A-3430, Tulln, 
Austria). Product Name: Blossom 
Protect. Active Ingredients: 
Aureobasidium pullulans strain DSM 
14940 at 32.25% and Aureobosidium 
pullulans strain DSM 14941 at 32.25%. 
Proposed Classification/Use: Fungicide 
for agricultural, commercial, and 
residential use to prevent fire blight on 
pome fruits. (S. Cerrelli). 

26. File Symbol: 86865-R. Docket 
Number: EPA-HQ-OPP-2010-0082. 
Applicant: Piedmont Animal Health, 
204 Muirs Chapel Road, Suite 200, 
Greensboro, NC 27410. Product Name: 
Resultix(tm). Active Ingredient: 
Isopropyl Myristate at 50%. Proposed 
Classification/Use: Insecticide for use 
against ticks on cats and dogs. (C. 
Greene). 

27. File Symbol: 80286-RT. Docket 
Number: EPA-HQ-OPP-2010-0040. 
Applicant: ISCA Technologies 
Incorporated, 1230 Spring Street, 
Riverside, CA 92507. Product Name: 
ISCA TuTa :MP. Active Ingredient: 
(E,Z,Z)-3 ,8,11-Tetradecatrieny I Acetate 
at 96.31%. Proposed Classification/Use: 
Manufacturing-use product. (M. 
Adams). 

28. File Symbol: 80286-RA. Docket 
Number: EPA-HQ-OPP-2010-0040. 
Applicant: ISCA Technologies 
Incorporated, 1230 Spring Street, 
Riverside, CA 92507. Product Name: 
SPLAT TuTa(tm). Active Ingredient: 
(E,Z,Z)-3 ,8, 11-Tetradecatrienyl Acetate 
at 0.3%. Proposed Classification/Use: 
Straight-carbon-chain Lepidoptera 
pheromone (SCLP) for use against 
tomato leafminer on all crops and in 
non-crop areas. (M. Adams). 

List of Subjects 

Environmental protection, Pesticides 
and pests. 

Dated: March 1, 2010. 
Keith A. Matthews, 
Acting Director, Biopesticides and Pollution 
Prevention Division, Office of Pesticide 
Programs. 
[FR Doc. 2010-4835 Filed 3-9-10: 8:45am] 

BILLING CODE 6S60-51)-S 

FEDERAL DEPOSIT INSURANCE 
CORPORATION 

Agency Information Collection 
Activities: Submission for OMB 
Review; Comment Request 

AGENCY: Federal Deposit Insurance 
Corporation (FDIC). 
ACTION: Notice of information 
collections to be submitted to OMB for 
review and approval under the 
Papenvork Reduction Act of 1995. 

SUMMARY: In accordance with the 
requirements of the Paperwork 
Reduction Act of 199 (44 U.S.C. chapter 
35), the FDIC hereby gives notice that it 
plans to submit to the Office of 
Management and Budget (OMB) a 
request for OMB review and renewal of 
its "Foreign Banks" information 
collection (OMB No. 3064-0114). 
DATES: Comments must be submitted on 
or before April 9, 2010. 
ADDRESSES: Interested parties are 
invited to submit written comments. All 
comments should refer to the name of 
the collection. Comments may be 
submitted by any of the following 
methods: 

• http://mvw.FDIC.gov/regulotions/ 
lowslfedemllpropose.html. 

• E-mail: comments@fdic.gov. 
• Moil: Leneta G. Gregorie 

(202.898.3719), Counsel, Federal 
Deposit Insurance Corporation, 
PA1730-3000, 550 17th Street, NW., 
Washington, DC 20429. 

• Hand Delivery: Comments may be 
hand-delivered to the guard station at 
the rear of the 550 17th Street Building 
(located on F Street), on business days 
between 7 a.m. and 5 p.m. 

All comments should refer to the 
relevant OMB control number. A copy 
ofthe comments may also be submitted 
to the FDIC Desk Officer, Office of 
Information and Regulatory Affairs, 
Office of Management and Budget, New 
Executive Office Bullding, Room 10235, 
Washington, DC 20503. 
FOR FURTHER INFORMATION CONTACT: For 
further information about the 
information collection discussed in this 
notice, please contact Leneta G. 
Gregorie, by telephone at (202) 898-
3719 or by mail at the address identified 
above. 
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Attendees: 

Angela Gonzales 
Leonard Cole 
Kathy Palma 
Doug Hepler 
Bert Clayton 

Meeting Minutes 

EPA Meeting April30, 2009 

Members of Piedmont Animal Health (PAH) met with EPA representatives leonard Cole and 
Angela Gonzales on April 30, 2009 at 2:00p.m. EST at the EPA facility in Crystal City, MD. The 
purpose of the meeting was to discuss the registration path forward for PAH's new 
non pesticidal tick spray (50% Isopropyl Myristate). The meeting lasted approximately 1 hour 
and the following points were discussed: 

Introductions 

1. EPA will accept a reduced data set approach for this registration 

2. Biochemical classification has been obtained by Piedmont 

3. Product description: 

Active- 50% IPM 

Excipient- 50%  

4. No label yet, no CSF. Could be "as needed" tick spray 

5. Dr. Kathy Palma provides history of Resultz development 

a. Have safety profile in humans from clinical 

b. Mechanism- dissolves cuticular wax 

c. < 4 hrs ticks die, some may be moribund but will die soon after 
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6. Source- Active derived from ,  

 

7. Piedmont should clear  under ECFR- check 40CFR 189-30 and contact PV Shaw or 

Kerry Grenstad -can replace with other Excipient or go to "inerts" branch 

8. leonard reports that inert branch is fast, because it's non-food use 

9. Data Requirements- see handout provided by Angela Gonzales 

a. Satisfy technical and end-use date requirement 

b. Address all data requirements- say "why" if N/A 

c. Include units in CSFs 

d. Supplier needs to send all"impurities" even if proprietary 

e. We can use references- be specific 

10. 86-5- Formatted data requirement to pass administrative screen 

- 11.. Ncm· fuGMtuw.8DI!9'Uut PEqUile? 

lLAddress tier ~only-Tox-:end use- "six pack" 

13. If literature is used, use info doc- guidance to use literature references 

a. Peer-reviewed 

b. Scientific credible data 

c. Site MRID 

14. There are fees involved now (B6) 

15. Tox discussion- provide "exposure" discussion if endpoints identified. EPA will do risk 

assessment. 

16. No studies are waived unless 
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a. No exposure 

b. Very acidic or basic 

c. We will not be "granted" waiver 

17. Can use PK studies form Resultz 

18. Talk about global use ~ l(~tt~ ~ 5aftf 'if f»t>h ie_ 

19. Eta-requirements- use environmental assessment 

a. Write a rationale to not require a bird study 

b. Address fish and invertebrate studies because dogs do swim 

c. Concern is endangered species 

20. Tier 2 probably not required 

21. Study proposal- makes sure data shows 90% reduction. (efficacy) 

22. Study outline- how to address wet dogs. Label may need to say "apply to dry dog". 

23. Companion animal studies- requirement, Angela will look into this and respond to PAH. 

Can we tie into efficacy 7 
' 

24. Register end-use only 

25. No requirement to submit a protocol- use typical protocol format 

26. B-600 non food use new product up to 12 months for an answer 

a. $15,700 apply waiver/ under PRIA2- pest- reg. act 

b. Fill out waiver for small business 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D,C 20460 

Kathleen G. Palma, Ph.D. 
Regulatory Affairs, Consultant 
Piedmont Animal Health 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Dear Dr. Palma: 

JUN 1 7 2009 

Subject: Response to Notes dated June 8, 2009 
Meeting with Piedmont Animal Health 

OffiCE Of 
PREVENTiON, PESII<.:!OES AND 

TQXiC SUBSTANCES 

The Agency is in receipt of the meeting notes from the April 30 pre~registration 
meeting with Piedmont Animal Health conccming a new product containing the 
unregistered biochemical, isopropyl myristatc. The following is the Agency's official 
response to the meeting notes per the action items as listed in your letter: 

I) Piedmont Animal Health Note: 

Piedmont Animal Health received a biochemical classification for this product. 
Consequently the EPA will accept a reduced safety data set for registration which would 
only include Tier I salety requirements as outlined in 158.2030, the Biochemical 
pesticides product chemistry data requirements table. Tier II safety requirements will 
probably not required. 

Agcncv Response 

There are no Tiers for product chemistry. All product chemistry data guidclin~s mu:>t be 
satisfied for both the Technical Grade Active Ingredient (TGAI) and the End U:;~ h•Jduct 
(EP). As you stated in your note above, please refer to 40 CFR § 158.2030 for 
biochemical pesticides product chemistry data requirements. 
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2) Piedmont Animal Health Note·. 

The tick spray consists of 50% Isopropyl myristate, the active and 50%  
, the excipient. There is no label or Confidential Certificate of Formulation (CSF). 

T11e spray could be used on an "as needed" basis. EPA instructed PAH that  should be 
cleared as the excipient under 40 CFR § 189.30 and contact PV Shaw or Kerry Grcnstad. 
PAH can replace with another excipient or go to the "incJts" branch if necessary. EPA 
acknowledged that the "inerts'' branch wo11ld be fast since this tick spray is a non~food 
use. 

Agencv Response 

All pesticide products must bear a label with ali of the required labeling language. Please 
refer to 40 CFR § !56-Labeling Requirements for Pesticides and Devices. You must 
have a Confidential Swtcment of Fornn1la (CSF) for your product, and it must be 
completely filled out. The CSF EPA fonn 8570-4. Tips for avoiding Confidential 
Statement of Formula or Product Chemistry issues with Biopesticides can be found via 
the following internet link: www.epa.gov/pesticides/biopesticides/rcgtools/index.htm. 
'Il1is aforementioned link is also a good source for all issues related to registering 
biopcsticides. The Agency is in agreement with yolir understanding that you must have 
your inert ingredients cleared by the "Jncrts Assessment Branch". You may contact 
Prakashchandra (PV) Shah at 703.308.1846. For clarification purposes, BPPD cannot 
speak as to the speed of clearance of any ine1t ingredients. Inert Assessment Branch is in 
a different division. 

3 Piedmont Animal Health Note: 

Piedmont Animal Health gave a brief history of the tick spray's development. The tick 
spray has a safe profile in humans because Phase 3 clinical trials with CDER/PDA under 
INAD 66,651 were conducted with the same product as a head lice product for humans. 
The clinical studies with the safety profiles will be submitted to Silpport safety with 
humans for the tick product. Once the product is sprayed on a tick, death begins less than 
4 hours aJlcr the tick is sprayed. Some ticks may be moribund but ·will die within 24 
hours. The isopropyl myristate, a fatty acid ester,  

 
 EPA provided PAH with a handout listing the data requirements. EPA 

mentioned some of those requirements. Technical and end~11se data req11irements should 
be satisfied. All data requirements shmlld be addressed even if those recp1iremcnts are 
not applicable. An explanation as to why 1he data requirement is not applicab~c 3~t::r;l]d be 
provided. Units should be included with the CSF. All "impurities should be sent b)' the 
s11pplier even ifthrlt information is proprietary. As long as retCrencc nre specific, f::.PA 
can use them. 

Agency Reponse 
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The Agency is in agreement with you note above with the exception that all data 
requirements MUST be addressed, and the references that you have MUST be submitted 
with your application fOr registration. 

4 Piedmont Animal Health Note: 

Per 86.5, formatted data requirements must pass administrative screen for formatting. If 
literature is used in the submission, use info doc as guidance to use literature references. 
The type of acceptable cited literature would be peer-reviewed atiicles, scientifically 
credible data and a citation from the MRID. 

Agency Response 

The Agency is in agreement with the discussion as outlined above. All data submitted 
must be formatted according to PR Notice 86-5. 

5 Piedmont Animal Health Note: 

Since this tick product is considered a B-600 (non-food use new product) the cost is 
$15,700 however PAH may qualify for a small business waiver under PRIA2 (Pesticide 
Registration Act). No studies are waived unless there is no exposure or the product is 
very acidic or basic. Given these criteria, PAH will not be granted a waiver for the tick 
spray. 

Agencv Reponse 

The Agency is in agreement v,rith the discussion that your product is a new active 
ingredient non-food 11se and would be classified a:s a B600 under Pesticide Re-gistration 
Improvement Act (PRJA 2). PAI-l stated that the fee would be $15,700. The Agency is 
in agreement with your note that PAH may qualify for a small business \vaiver. The 
Agency is in agreement that no guideline studies arc waived unless there is no exposure. 

6 Piedmont Animal Health Note: 

For the toxicology discussion, exposure should be discussed provided endpolnts are 
identified. EPA will do the risk assessment. The pharmacokinetic studies done for the 
development of the human head louse product (Resultz.TJvl) can be used to supp011 the tick 
spray product for dogs. The global11se ofResultzTM and the post-marketing safety profile 
can also be used to s11pport the safety of the tick spray. 

AgencY Resp..Qn~~ 

It is in1portant to note that all Tier I data requirements MUST be addressed indiv;,ll'ally. 
The safety profile is contingent upon J3iopesticidc and Pollution Prcventinn Division's 
review of the data and the acceptability of those data. 
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7) Piedmont Animal Health Note: 

The Environmental Assessment completed for ResultzTM should address the ecological 
requirements. A mtionale should be written why a bird study is not required given that 
birds should not come into contact with this product. Fish and aquatic invertebrate 
studies should be addressed because dogs do s\vim. EPA is conccmed for endangered 
species. 

Agency Response 

The Agency is in agreement with the note above. 

8) PRIA Category 

In the efficacy study there should be a 90% reduction in ticks. Given that the tick spray 
is most efficacious when sprayed on dry dogs, the label may need to read "apply to dry 
dog". Ms. Gonzales stated that she would look into the requirement for companion 
animal safety and respond back to PAJJ. PAll stated that the safety could be tied into the 
efficacy study with possible physical exams and clinical blood chemistries. There is no 
requirement to submit the efficacy protocol but the typical protocol format should he 
used. The end use product is the only thing to be registered. 

Agency Response 

The Agency is in agreement with the note above. Also you must address companion 
animal study according to 40 CFR § 158.2050. 

Should you have any questions regarding this response to your meeting notes, you may 
contact Leonard Cole direc1ly at 703.305.5412 of via email at f_ole.leo_nflfd(ii)ep_l:J..,g_ov. 
\Ve hope that you find this infom1ation helpful. 

Sincerely, 

~' f~,)~ 
Linda A. Hollis, Chief 
Biochemical Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 P) 
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EP DRAFT Label Page 1 of 4 

FRONT PANEL 
RESULTIX™ 
Kills Ticks on Dogs and Cats 

ACTIVE INGREDIENT 
Isopropyl Myristate ....................................................................................................... 50.0% 

OTHER INGREDIENT...................................................................................................... 50.0% 

TOTAL................................................................................................................................ I 00.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
See Side/Back Panel for First Aid 

STOP- READ LABEL BEFORE USE 

EPA Reg. No. 86865-R 

Manufactured for 
Piedmont Anima) Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

1-336-544-0320 X 207 

EPA Est. No. 71979-SC-001 

NET CONTENTS 
20 mL (0.65 oz.) 

ACCEPTED 
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EP DRAFT Label Pagc2of4 

SIDE PANEL 
FIRST AID 

If on skin: • Take off contaminated clothing. 
• Rinse skin immediately with plenty of water for 15-20 minutes. 
• Call a poison control center or doctor immediately for treatment advice. 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
• Call a poison control center or doctor immediately for treatment advice. 

If inhaled: • Move person to fresh air. 

• If person is not breathing, call 911 or an ambulance; then give artificial 
respiration, preferably mouth-to-mouth if possible. 

• Call a poison control center or doctor immediately for treatment advice . 

If swallowed: • Call a poison control center or doctor immediately for treatment advice. 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to do so by a poison control center or doctor. 

• Do not give anything by mouth to an unconscious person . 

HOT LINE NUMBER 

Have the product container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 (American Association of 

Poison Control Centers) any time day or night for emergency medical treatment information. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION. May cause dermal and eye irritation. Avoid contact with skin, eyes, or clothing. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

This pesticiqe~s-{~))(ic'fo illveiteb;aies and fish. Do not discharge this product into lakes, streams, 
...... • • •.•• • ->· 

ponds, estuanes, oceans, or other waters where aquatic invertebrates or fish may be found. 

349



El' DRAFT Label Page 3 of 4 

BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

RESULTIXT"\ when used as instructed below, will dissolve the outer wax layer caving the hard shell 
(cuticle) of the tick resulting in uncontrollable water loss and death of the tick. 

For the removal and killing of attached and crawling ticks on dogs and cats 

APPLICATION AND USE INSTRUCTIONS 

For external use only. 

Do not use near dog's or eat's eyes. 

Do not use on irritated skin. 

Stop treatment with this product and consult a vete1inarian if skin initation or skin infection 
develops during use of product. 

• Use when you see a tick or ticks on your dog or cat. 
• Remove cap and hold bottle upright. Direct nozzle at tick and spray until tick is covered 

with solution (2 sprays). 
• The tick will be dead within 3 hours; it will fall off ofthe dog or cat or will be immobile 

when removed. 
• If tick falls off indoors within 3 hours of application, carefully pick up and dispose of tick 

using gloves or tweezers. 
• After 3 hours, if the tick has not fallen off, remove carefully with gloves or tweezers and 

dispose of tick. 
• Dispose of ticks by placing in sealable plastic bag, sealing the bag, and placing it in an 

outdoor garbage can. 
• Wash hands after accidental exposure to any ticks. 
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EP DRAFT Label 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: 

Page 4 of 4 

Store in a dry place away from extreme heat and cold (tightly closed between 59° F ~ 86° F (I 5° 
C- 30° C). Keep container closed when not in use. Always store pesticide in the original 
container. Store away from food and pet food. Keep away from open flames. 

In case of fire or other emergency, report at once by toll~free telephone to CHEMTREC (800~ 
424-9300). 

Pesticide Disposal and Container Handling: 

Nonrefillable container. Do not reuse or refill this container. 
When empty; place in trash or offer for recycling if available. 
Never place unused product down any indoor or outdoor drain. 

NOTICE: Seller wanants that the product conforms to its chemical description and is 
reasonably fit for the purposes stated on the label when used in accordance with directions 
under normal conditions of use. To the extent permitted by applicable law, this warranty or any 
other warranty of merchantability or fitness for a pmticular purpose, express or implied, does 
not extend to the use of this product contrary to label instructions, or under abnormal 
conditions, or under conditions not reasonably foreseeable to Seller. To the extent permitted by 
applicable law, buyer assumes the risk of any such use. 

ANY PANEL (Do not snbstitnte these for required statements) 
Label Claims (one or more in various combinations, located in various places throughout the box 

and bottle/insert labels) 

Breakthrough in tick killing for attached and crawling ticks 

Convenient and easy to apply 

For the Killing of Ticks on Dogs and Cats 

Free of conventional pesticides 

Patented spray formula softens the waterproof outer waxy layer of the tick's body, resulting in 
dehydration 

Direct spray formula is safe to use on pets 

Can be used as often as needed 

Can be pmt of your tick prevention regimen 

Tick Killing Solution TM 
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~, ... E-o sr..,l: U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. 
~ .. Office of Pesticide Programs Number: ~~'liotls~um 

i 8 ~ Biopesticides and Pollution Prevention Division 

~~IU~ (7511P) 86865-1 

~~LPR(Jf.t-~ 1200 Pennsylvania Avenue NW 
Washington, DC 20460 

Term of UNCONDITIONAL 

NOTICE OF PESTICIDE: 
lss11ance: 

Name of Pesticide Product: 
_XX_ Registration __ Re-registration 

Resultix™ 
(under FIFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 274 I 0 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be 
submitted to and accepted by the Biopesticides and Pollution Prevention Division prior to use of the label in 
commerce. Tn any correspondence on this product always refer to the above EPA registration number. 

On the basis of information fumished by the registrant, the above named pesticide is hereby registered under the 
Federal Insecticide, Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In 
order to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the 
registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the 
registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the 
name or to its use if it has been covered by others. 

This product is unconditionally registered in accordance with FIFRA Sec. 3(c) provided you: 

I. Submit and/or cite all data required for registration/ reregistration of your product under FIFRA 
section 3(c)(5) and section 4 when the Agency requires all registrants of similar products to submit 
such data. 

2. Make the following label change before you release the product for shipment: Revise the EPA Registration 
Number to read, "EPA Reg. No. 86865-1". 

3. Submit three (3) copies of the revised final printed labeling before you release the product for 
shipment. 

If these conditions are not complied with, the registration will be subject to cancellation in accordance with 
FIFRA Section 6(e). Your release for shipment of the product constitutes acceptance of these conditions. A 
stamped copy of the label is enclosed for your records. 

'"""'"'";{~ Date: ----- - 2<;'" ~.lot( 
Keith A. Matthews, Director 
Biopesticides and Pollution Prevention Division 

EPA Fonn 8570-6 
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.$-(f.EO sr..,,.~.s> 
U.S. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. 

Office of Pesticide Programs Number: Date of Issuance: 

f 8 ~ Biopesticides and Pollution Prevention Division AUG 2 5 2011 

\~12} (7511P) 86865-1 
1200 Pennsylvania Avenue NW 

~{ AA01'i;.c} Washington, DC 20460 
Term of UNCONDITIONAL 

NOTICE OF PESTICIDE: Issuance: 

Name of Pesticide Product: 
XX Registration ~-Re-registration 

ReSI!Itix™ (under FIFRA, as amendec:l) 

Name and Address of Registrant (include ZIP Code): 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be 
submitted to and accepted by the Biopesticides and Pollution Prevention Division prior to use of the label in 
commerce. In any correspondence on this proch!Ct always refer to the above EPA registration number. 

On the basis of information fiunished by the registrant, the above named pesticide is hereby registered under the 
Federal Insecticide, Fungicide and Rodenticide Act. 

Registration is in no way to be constmed as an endorsement or recommendation of this product by the Agency. In 
order to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel the 
registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the 
registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the 
name or to its use if it has been covered by others. 

This product is unconditionally registered in accordance with FIFRA Sec. 3( c) provided you: 

I. Submit and/or cite all data required for registration/ reregistration of your product under FIFRA 
section 3( c)(S) and section 4 when the Agency requires all registrants of similar products to submit 
such data. 

2. Make the following label change before you release the product for shipment: Revise the EPA Registration 
Number to read, "EPA Reg. No. 86865-1". 

0 Submit three (3) copies of the revised final printed labeling before you release the product for J. 

shipment. 

Ifthese conditions are not complied with, the registration will be subject to cancellation in accordance with 
FIFRA Section 6(e). Your release for shipment of the product constitutes acceptance ofthese conditions. A 
stamped copy of the label is enclosed for your records. 

•gn"tu<e ot App<ovmg ~ 
-YY7V-

Date: 
u- U....,.-f ::t-rr 

Keith A. Matthews, Director 
s <mu rouu lOll rrevenLIOn vi VISIOn CONCURRENCES 

SYMB • '76/!7 r/ .II t:.J 

SURNAME Iiiii Plt"F6YiiiE57C '6············~· l ;Ac······ ..................... ..................... ..................... ..................... ...................... Cb'-'.& ~1v··· ..................... ·····iT·;;···· ..................... ..................... ..................... ..................... ...................... 
OATE ... "'S (7 " 
EPA Form 1320-1A (1/90) Printed an Recycled Paper OFFICIAL FILE COPY 
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Bio·chemical Pesticide Human Health Assessment Data Requirements 
(From 40CFR §158.2050 and Listed on Data Matrix in Volume 1) 

As per the meeting minutes that Piedmont Animal Health and the EPA agreed to, the registration of 

RESULTIX™ end-use product (EP) requires fulfillment of requirements for both the EP and the 

technical-grade active ingredient/manufacturing-use product (TGAIIMP). Below are the Tier I 

toxicology requirements for supporting the registration of this EP as a biochemical pesticide. This 

table describes the material (TGAI, EP, or both) tested to fulfill these requirements, whether the 

study is required (R) or conditionally required (C) for the general use pattern for RESULTD(M 

(Residential Outdoor Non-Food Use), the corresponding test note number (based on footnotes for 

the table in 40CFR § 158.2050), and the volume containing pertinent information. 

Table 1. Toxicity Data Requirements 

Required (R) 

Gdln Material or 
Description Conditional Volume 

No. Tested (C) 
& Note #(a) 

870.1100 Acute Oral Toxicity Both R 1 10 
-

870.1200 Acute Dermal Toxicity Both R l, 2 !0,11,12 

870.1300 Acute Inhalation Toxicity Both R 3 10 

870.2400 Acute Eye hritation Both R 2 10,!3 

870.2500 Acute Dermal Irritation Both R 1, 2 10, 14 

870.2600 1 Skin Sensitization Both R 2,4 !0, 15 
' 

None Hypersensitivity Incidents Both R 5 10 

870.3100 90-Day Oral Toxicity TGAI c 6 10 

870.3250 90-Day Dermal Toxicity TGAI c 7 ;o 
870.3465 1 90-Day Inhalation Toxicity TGAl c 8 10 

' ---
870.3700 Prenatal Developmental Toxicity TGAI c s; 10 

870.5100 Bacterial Reverse Mutation Test TGAI c i0 iO 

870.5300, 5375 In Vitro Mammalian Cell Assay TGAI c 10 10 

870.7200 Companion Animal Safety EP R 11 1 g, 19 

I (a) See next page for notes. 
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The following Test Notes are taken directly from 40CFR Part § 158.2050. Relevancy pertains to the 

EPA general use pattern, actual use and properties of !PM or RESULTIXTM If considered not 

relevant or if relevancy is questionable(?), further discussion is presented in this Volume 10. 

Table 2. Test Notes to Determine Relevancy -
Description Relevant Study 

r--·~-
Acute 

l. Required unless the test material is a gas or highly volatile. Yes oraJJdennal 

2. Required unless test material is corrosive to skin or has pH <2 or> 11.5. Yes Acute dermal 

3. Required when the pesticide, under conditions of use, would result in 
Yes 

Acute 
respirable material (e.g., gas, volatile substance or aerosol/particulate) ... inhalation 

4. RequireG if repeated contact with human skin is likely to occur under 
Yes 

Dermal, 
conditions of use. Sensitization 

5. Hypersensitivity (HS) incidents must be reported as adverse effects data. Yes HS 

6. Required for non-food uses that are likely to result in repeated oral 
No 90-day oral 

exposure to humans. 

7. Required to support uses involving purposeful application to the human 
skin or which would result in comparable prolonged human exposure to Yes 90-day dermal 
product ... and if any of the following criteria are met: 

!. Data from a 90-day oral study are not required. Met 
ti. The active ingredient is known or expected to be metabolized 

differently by the dermal route of exposure than by the oral roUl.e and NA(aJ 

the metabolite is of toxicological concern. 

iii. The us1~ pattern is such that the dermal route would be the primary NA(bl 
route of exposure. 

8. Required if there is a likelihood of significant levels of repeated ?(c) 90-day 
inhalation exposure to the pesticide as a gas, vapor, or aerosol. inhalation 

9. Required i.f the use of the product under widespread and commonly 
Prenatal 

recognized practice may reasonably be expected to result in significant ?(c) develop-
exposure to female humans (e.g., occupational exposure or repeated mental 
application of insect repellents directly to the skin). 

10. Required to support nonfood uses if either: Eacterial 
1. The use is likely to resuh in significant human exposure; or ?(c) re?crs.~ 

The active ingredient (or its metabolites) is structurally related to a 
mu~c..t:on; 

11. In vi<ro 
known mutagen or belongs to any chemical class of compounds NA Dtfl.mt•I:liian 
containing a known mutagen. 

11. May be required if the product's use will result in exposure to domestic 
CvtJ.pa.n.ion 

animals through, but not limited to, direct application or consumption of Ye; 
Anir.lal Safety 

'--· treated feed (No. 20 in 40CFR §158.2050 table)._ 
-~~~~ 

(a) NA- Not Applicable. 
(b) Whether inhalation or dennal is major route of exposure is not relevant; the first criterion was met. 
(<) Relevancy depends upon what is considered significant (the frequency of use?); see Justification section :c~ f-.:rther 

discussion. 

Volume 10 Page 6 

357



>UilllM IUvtJU VmD I.U. <:.UI V"UVQU 

........... * UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

('"') 401 M Street, S.W. 
5 WASHINGTON, D.C. 20460 

Paperworil; Reduction Act Notfce: The public reporting burden for !his collection of infOfiTla!ion is estimated to average 0.25 hours per rasponse for registration activities and 0.25 hours per 
~asponse for reregistration Qnd special review activities, including time for reading the ins!ructlonlil and completing lhe necessary forms. Send comments regarding I he burden estlmate Of any o!her 
aspect orthis collection of inform a lion, including suggestioos for reducing the burden to: Olrnctor, OPPE Information Management Division {2137), U.S. Environmental Pro!ec!ion Agency, 401 M 
Stree!, S.W., Washington, DC 20460. Do not send the fom1 to this address. 

DATA MATRIX 
·-m•+ 

O.te December I I, 2009 EPA Rag. No./FI!e Symbol 86865-R IPaga1offi 

Applicant's I Registt'll.nt's Name & Address Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESUL TIX"' 

Greensboro, NC 27 4 I 0 
Ingredient 

Guideline 
Reference 
Number 

Guideline Study Namo MR/0 Numbtw- Submitter Status Nota 

As listed under 40CFR Part 158.2030 . 
880.1100 Product identity and composition 47811701 Piedmont Animal Health Own Also VOlume 2 . 
880.1200 Description of starting materials, production and formulation process 478l!701 Piedmont Animal Health Own Also Volume 2 

880.1400 Discussion offonnation of impurities 478l!701 Piedmont Animal Health Own Also Volume 2 

830.1700 Preliminary analysis Piedmont Animal Health Own Volumes 2, 3 
-

830.l750 Certified limits Piedmont Animal Health Own Volumes 2, 3 
·- ··----

830.1800 EnfOrcement analytical method Piedmont Animal Health Own Volumes 2, 3 

830.190(1 Subntlttal of samples Not Appllcable (NA) 

830.6302 Color Piedmont Animal Health Own Volumc2 
-· . 
830.6303 Physical state Piedmont Animal Health Own Volume2 

·- ·- ... . . 
830.6304 Odu. Piedmont Animal Health Own Volume 2 . 
830.6313 Stability tn nonnal and elevated temperature, metals & metal ions Piedmont Anima[ Health Own Volumes 4, 5 

830.6315 Flammability Piedmont Animal Health Own Volumes 2, 6 

~fiw--1 ,;p~/ fl!} 
Namu .and Titlo D.ato 

Kathleen G. Palma, Ph.D. / -z-f </ /,:; '1 
Vice President of Research & Development 

EPA Fo~ 8570·35 (9.97] E~o(o om! P•P"'W•<oo> """"' S"bmll ooly P.,oc ""''"· Agency Internal Use Copy 
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co~ rovea UMI:I NO. :.!UIU-IJI}IjQ 

.... , UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
, .... ) 401 M Street, S.W. 
\~ WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public repol1ing burdan fur this colledion of Information is e50matad to averaga 0.25 hours per response for reglsttalion activities and 0.25 hOuJS per 
response for reregistration a~d spedal r~:~vlew activities, including time forteading the insttUctions and completing tOO necessal)' forms Send comments regarding the burden estimate or any other 
aspect of this collecti011 of Information, induding suggestions for redu<:ing the burden to: Director, OPPE tnkxma!ion Management Division (2137). U.S. Environmental Pmteclion Agency, 401 M · 
Street. S.W., Washington, DC 204ti0. Do not send the fOITil to this address. 

DATA MATRIX 
·-· ~ 

Dale December I I, 2009 EPA Rag. NoJFtle Symbol 86865-R I Page2of6 

: Applicanrs/ Reglstranfs Name& Address Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIX™ 

Greensboro NC 27410 
Ingredient 

Guldalin& 
Refarence Gutdellne StudY Name MRIDNumhor Submitter StatU11 """' Number 

830.6317 Storage stability Piedmont Animal Health Own Volumes 2, 4, 5, 7, 8 

830.6319 Miscibility Piedmont Animal Health Own Volume2 
.... 

830.6320 Corrosion characteristics Piedmont Animal Health Own Volumes 4, :5, 7 

830.7000 pH Piedmont Animal Health Own Volume2 
~ 

830.7050 UVNisible absorption Piedmont Animal Health Own Volumes 8, 9 

830.7100 Viscosity Piedmont Animal Health Own Volume 2 

830.7200 Melting point/melting range Piedmont Animal Health Own Volume 2 ... 
830.7220 Boiling point/boiling range Piedmont Animal Health Own Volume2 

830.7300 Density/relative density/bulk density Piedmont Animal Health Own Volume2 

830.7520 Particle size, fiber length, and diameter distribution Piedmont Animal Health Own Volume 2 

830.7550, Partition coefficient (octanol-water) Piedmont Animal Health Own Voiume2 
1560 7570 

-·~-
. 

830.7840 Water solubility; Column elution method; shake flask Piedmont Animal Health Own Volume 2 

830.7950 Vapor pressure P1edmont Animal Health Own Volume 2 
-

s;'J?m . '2 ?~) jPl !) 
Namo and Tlttu 

72-/<f /t/1 Kathleen G. Palma, Ph.D. 
Vice President of Research & Development 

EPA Form 8:570·35 (9-97) Eleclroni<: and Paper ve1sions available. Submit only Paper v&~sion. A£1ency lntemal Use Copy 
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rorm Ap_pr_ovea UMts No. :.!U/0--out:~O 

.,..._ . .,., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

''""l 401 M Street, S.W. 
~ WASHINGTON, D.C. 20460 

Pap.rwork Reduction Act Notice; The public reporting butden for this colleCiion of infOlmation is e~limaled to average 0.25 hours per rt!.Sponse for registration activities and 0.25 hours per 
rusponse for reregistration and special review actWitles, including lime for reading the inslructions and completing tM necessary forms- Send comments regarding the burden estimate or any other 
aspect of this collection of info!fM!ion, including suggestions for reducing the burd8fl to: Director, OPPE lnformalion Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Strnet. S.W., Washington, DC 20460. Do not send the fonn to lhl.s address. 

DATA MATRIX -
D•to December II, 2009 EPA Res. No .IF II& Symbol 86865-R I Page3 of 6 -- ··-
Appltcanfs f Reglatranrs Name & Address Product 

Piedmont Animal Health LLC I 
204 Muirs Chapel Road, Suite 200 RESULTIX™ 

Greensboro NC 27410 
Ingredient . 

Guideline 
Reference Guideline Study Name MRID Number Submitter Status Note 
Number 

As listed under 40CFR Part 158.2040 
··-

860.1100 Chemical identity - -
860.1200 Directions for Use .. -
860.1300 Nature of the residue in ··plants, livestock 

.. _ ·- - .. ,,, _____ ---· ---
860.1340 Residue analytical method 

860. t360 Multiresidue method 

860. t400 Magnitude of the residue~ potable water, fish, irrigated crops All data requirements are 
860.1460 Food handling NOT APPLICABLE 

860.!480 McaVmilk/poultry/eggs because this EP is not for 

860.1500 Crop field trials food nses. 

860.1520 Processed food/feed 

860.1540 Anticipated Residues 

860.1550 Proposed tolcnmces 

860.1560 Reasonable grounds in support of the petition 

860.1650 Submittal of analytical reference standards 

'77dtL 7~ fll) 
Nama and Title 

"72-/'f/o1 Kathleen G. Palma, Ph.D. I j-, L VIce President of Research & Development 
v j 

EPA Fmm 8570·35 (9·97) Electronic and Paper versions available. Submit only Papervarsion. Agency Internal Use Copy 
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ruun" •u""""' vma ""V· ..<vtu•uvov 

""'' 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(.£1 401 M Street, S.W. 

-" WASHINGTON, D.C. 20460 
Papei"WQrk Reduction Act Notice: The public reporting burden forlhil> colection ofmformation iS EISiimated to average 0.25 hours per response for registration acti\lities and 0.25 hours per 
response for reregistration and special review activities, including lime for reading the Instructions and completing the necessary torms. Send comments regarding the burden esllmale or any other 
espect of this collection of lnfonnallon, Including suggestions for reducing !ha burtf9n lo: Director, OPPE Information Management DivisiOn {2137), U.S. Environmental ProJection Agency, 40 t M 
Street, S.W., Washington, DC 20460. Do not send the form to this add!lliiS. 

DATA MATRIX 

""' December II, 2009 EPA Reg. No.IFIIe Symbol 86865-R I Page4ot6 

Applicant's I Registrant's Nama & Addi1His Product 
Piedmonl Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESUL TIXThf 

Greensboro NC274IO 
Ingredient 

Guidelifle 
Reference Guidalifl& Study Nama MRIDNumber Submitter Status Not. 
Number 

Tier I As listed under 40CFR Part 158.2050 

870.1100 Acute oral toxicity Piedmont Animal Health Own Volume 10 

870.1200 Acute dermal toxicity Piedmont Animal Health Own Volumes 10, II, 12 

870.1300 Acute inhalation toxicity Piedmont Animal Health Own Volume 10 

8702400 Acute eye irritation Piedmont Animal Health Own Volumes 10, 13 

870.2500 Acute dermal irritation Piedmont Animal Health Own Volume.~ 10, 14 

870.2600 Skin sensitization Piedmont Animal Hcal!h Own Volumes 10, 15 

None Hypersensitivity Incidents Piedmont Animal Health Own Volume 10 
"" " 

870.3050 Repeated dose 28-day oral toxicity Piedmont Animal Health Own Volumes 10, 16 
"" 

870.3100 90-day oral toxicity Piedmont Animal Health Own Volume 10 
"""--

Signaturu ~ Nama .and Titla 

~ ... ?--II '1-It) '1 ,YdiL 2 r?d~ I fl P Kathleen G. Palma, Ph.D. 

---- Vice Presi~_ent of Research & Development 

EPA Form 8570-35 (9-971 E!ecironic and Paper veJSions available. Submit only Paper version. Agency Jntemal Use Copy 
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t"UIIIl J4. fOYt!O UMI:I ..... 0 • .CU/U•ut.IOU 

_.... ........ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

"""l 401 M Street, S.W. 
\~ WASHINGTON, D.C. 20460 

Paperwork Reduction Act NoUco: The public reporting burden for this collection of informalion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregislralion and speoal review adivilies, lnduding lime for reading lhe instructions and completing lhe neoossaryforms. Send comments: regarding the burden estimate or any other 
aspect of !his collection ofinforma~on, including suggesf1ons for reducing !he burden to: Director, OPPE lnformallon Management Divis'1on (2137). U.S. Environmental Protection Agency, 40t M 
Street. S.W, Washington, DC 20460. Do nol send lhe ftlmllo !his address. 

DATA MATRIX 
~-

) Pago5or& 
-

Date Oecember ll, 2009 EPA Reg. No./FIIe Symbol 86865-R 
-~ ... ~~-

Applicanfs I Registranrs Name & Addruss Product 
Piedmont Animal Heahh LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
Referern:o Guideline Study Nama MRIONumber Submitter ...... Note 
Number 

870.3200 2 1128-day dennal toxicity Piedmont Animal Health Own Volumes 10, 17 - ---
870.3250 90~day detmal toxicity Piedmont Animal Health Own Volwnc 10 

870.3465 90-day inhalation toxicity Piedmont Animal HeaUh Own Volume 10 
- -

870.3700 Pzenalal developmental toxicity Piedmont Animal Health Own Volume 10 

870.4200 Carcinogenicity Piedmont Animal Health Own Volume 10 
" 

870.5100 Bacterial reverse mutation test Piedmont Animal Health Own Volume 10 
"" -

870_5300 In vitro mammalian cell gene mutation test Piedmont Animal Health Own Volume 10 

870.5375 In vilro mammalian chromosome aberration test Piedmont Animal Health own Volume 10 

" 

Speda1 Testing 

870.7200 Companion animal safety Piedmont Animal Health Own Volumes 18, 19 

870.7485 Metabolism and pharmacokinetics Piedmont Animal Health Own Volumes 10, 20 

'""?;;ttj____ C), ;p~l tl}) 
Nama aod Tit!a Date 

Kathleen G. Palma, Ph.D. n-/;+jo9 
Vice President ofRes·earch & Dcvclop~ent --
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rorm" QVW VMD 1'10, ;:(U(ti-VUIJU 

,...,, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(""l 401 M Street, S.W. 
5- WASHINGTON, D.C. 20460 

Papai'WOfk Reduction Act Notice; The public roporting burden fQr this collection of information is eslimated to average 0.25 hours per response for registration activities and 0.25 lwurs per 
! response foT reregistration and special review adivitiss, including time for reading the instructions and completing the neceuary forms. Sel'ld comments mgarding the burden estimate or any olher 
aspect oflhls collection of intormatlon, including suggestions for reduCing the burden to: Director. OPPE Information Management Division (2137), U.S. Envlroomental Protedion Agency, 401 M 
Stre:el, S.W ., Washington, DC 20460. De not send the form to this address. 

DATA MATRIX 

Date December II, 2009 EPA Reg. No./FIIe Symbol 86865-R j Pago&ots 
Applicanfs I Regl&tranfs Name & Address Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
RafetenC11 
Number 

Guideline Study Name MRIDNumber Submitter Status Not& 

Tier I As listed under 40CFR Part 158.2060 

850.1010 Aquatic invertebrate acute toxicity, freshwater daphnids Piedmont Animal Health Own Volumc21 

850.1075 Fish acute toxicity 1est, freshwater and marine Piedmont Animal Health Own Volume21 

850.2100 Avian acute oral toxicity Piedmont Animal Health Own Volume21 
--

850.2200 Avian dietary toxicity Piedmont Animal Health Own Volwne21 
~"'" .. --

850.4t00 Terrestrial plant toxicity. seedling emergence Piedmont Animal Health Own Volume21 
-·--·-

850.4150 Terrestrial planttoxicity, vegetative vigor Piedmont Animal Health Own Volume21 

880.4350 r--
Nontarget insect testing Piedmont Animal Health Own Volume21 

r--
As listed under 40CFR Part 158.2070 

-----
810.3300 Treatments to Control Pests of Humans and Pets Piedmont Animal Health Own Volumes 18, 19 

--

SlgM~ .c;,?~ 
Name and Title o ... 

Pl D. Kathleen G. Palma, Ph.D. (2-jt'//o! di.L__, ' L Vice President of Research & Development -
' EPA Form 8570·35 (9.Q7] EleclroniC and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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F A orm Approved OMS No. 2070-0060 2070 ..()057; 2070-0107; 2 070 0 22 ' ; 2070-0164 

,., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

~"'! 1200 Pennsylvania Avenuer N.W. 
~ WASHINGTON, D.C. 20460 

l'apcrwurk Reduction Act No'! ice: The p..~blic reporting burden for this collection of infonnation is es:!imattd tc averlll!e I 2~ hours per response for regis:tra!ion 
and 01~ hours per rupmsc for re1egislration and special revi::w actiV~ies, including time for reading the i!l5truclions and completing the net:csSllry forms. Send 
comments rcgonling burden estimate or any other ape~:t of this ~ollc~tion of information, irn:!uding suggestions for reducing the burden to: Director, Co flee liOn 
Stmegie~ Division (2822.T}, U.S. Environmenllll Proleetion Agency, 1200 Pennsyll'lllli~ Avenue, N W, Wru:hing!on, DC 20460. Do not send the oomplcted 
form to th it addKSS 

Certification with Respect to Citation of Data 

AppHcanfsJ~glltrant'a Name, Address, and Telephone Number EPA Registration Number/File Symbol 

Piedmont Animal Health LLC. 86865-R 
204 Muirs Chapel Road, Suite 200 ' 

' Greensboro, NC 274l0 I 
Telephone: 336-544-0320 x 202 

Active lllgredlent(a} andlor repreoentatln test compound(s) Date 

Isopropyl myristate December ll, 2009 
Genen11 Usa PatUm{s) (list all those claimed forth is product using 40 CFR Part 158) 

I 
Product Name 

Residential Outdoor Use, Nonfood RESUL11X™ 
NOTE: It rcour groduct is a tOO% repactaging of 3nOther purchased EPA-rem!tered product labeled for atl the same uses on your label, you do 
not need o su mit this /orm. You must submit the Formulatol's Exemption tement (EPA Form 6570·27). 

n I am responding to a Data-Cal!-In Notice, and have included wlth this torm a list of companies sent offers of compensation (the Data 
Malrix form should be used for this purpose}. 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

0 
1 am using the cite-all method of support, and have- I am using the selective method of support (or cite-all option 
includad wilh thiS form e list of companies sent offers of 0 under the selective method), and have induded with th1s form a 
compensation (the Oata Matrix form should be used for complele(f lis I ot dala requirements (the Oata Matrix form must 
Jh'1s purpose). be used). 

SECTION II: GENERALOFFERTOPAY 

{Required if using the cite-all method or when using tl'le Cite-all option under the selective methOd to satisfy one or more dala requilementsJ 

0 1 hereby offer and agree to pay compens-ation, to other persons, with regard lo the approval of I his applicai'On. to the extent required by 
FIFRA. 

SECTION 111: CERTIFICATION 

1 certify that this ap~ication for registtation, this form for rerogistration, or this Oata-Call-ln response is su~orted by all data submitled or 
dted in the application r reg1straHon, the form for reregistration, or the Dala-Call-ln response. In addition, if t cite-all option or cHe-all oplion 
under the selective melhod is indicated in Section I, lh1s application is supported by an dll1a in the Agency's flies that (t) concern the properties 
or effects oflhls product or an tdentical or substantially similar product, ot one or more of the ingredients in this product; and {2) is a type of data 
that would be ~ulred to be submitte<! under the data requirements in effect on the: date of approvsl of this application if the applicatiOn sought 
the initial registration of a product of idenlical or similar composition and uses. 

I certify that for each exclusive- use study cited in support of this reglsttalion or reregisttation, that I am the original data submitter or that I 
have obtained the written permission of the original data submitter lo Cita that study. 

! certify that for each sludy cited in support of1his registration or reregislration that is not an ex~usive use sltidy, eitt:er: (a) I am lhi!! ori11inal 
data submitter; {b) I have obtained the permission of the original data submitter to use the study in support of this applicalion; (c) all periods of 
eligibility for compensalion have expired for the study; {d) the study is in the public literature; or (e) I have- notified in writing the company that 
submi!U!d the study and have offered (I) to pay compensatiOn to lhe extent required by sections 3(C){ t)(F) <mdlor 3(c)(2)(B) ot FIFRA; and (ii) to 
commence negotiations 10 determine tlie amount and terms of compensation. if any, !o be paid for the use of the study. I 

1 certify that in all instances whore an offer of compensation is required, copies of aH ofl'l'lr:~ to pay compensation and evidence of their 
delivery in accordance with sections 3(c)(1 ){F) and/or 3(c)(2){B) of FIFRA are available <~nd win be submitted to the Agency upon request. 
Should I fail to produce such evidence to the Agen~pon request. 1 undemand thai the Agency may initiate action to deny, cancel or suspend 
the regis!tel10n of my product in conformity will'! FIF . 

I certify that the statements lliave made on this form and all attachments to it are trua, 11ccumte, and complete. I acknow!!Kigethat 
;my knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. 

$1gnatcre "'"' Typed or Printed Name and T~le 

( .;tt1._7?~~ PJ ,n ;z/'f jo'1 Kathleen G. Palma, Ph.D. 

Vice President of Research & 
Development 

EPA Form 8570-34 (12-2003] Electromc and Paper versions aVailable. Subm1t only Paper vers1on. 
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NOTES FOR DATA MATRIX 

The data guidelines on the data matrix and summarized below are from those sections listed in 
40CFR Part 158.20 I 0 (Biochemical pesticides data requirements). 

Part 158.2030. Biochemical Pesticides Product Chemistry Data Requirements 

All required chemistry data for both the technical grade active ingredient/manufacturing~use product 

(TGAVMP) and the end-use product (EP) are listed; relevant volume numbers are so indicated. If 

not applicable (NA), reasoning will be discussed in the Miscellaneous Chemistry Information 

Volume 2. 

Part 158.2040. Biochemical Pesticides Residue Data Requirements 

All required residue data are listed; however, all are NOT APPLICABLE because this product is 

NOT for food uses. 

Part 158.2050. Biochemical Pesticides Human Health Assessment Data Requirements 

All Tier I data requirements are listed; relevant volume numbers are so indicated. If not applicable 

(NA) or there is a substitution of one or more studies for a guideline study, the rationale for this will 

be discussed in the Miscellaneous Toxicology Information Volwne 10. All Tier II and III data 

requirements are not listed as per the meeting between the EPA and Piedmont Animal Health. 

Part 158.2060. Biochemical Pesticides Nontarget Organisms and Environmental Fate Data 
Requirements 

All Tier I data requirements are listed; the relevant volume number is so indicated. If not applicable 

(NA) or there is a substitution of published information for a guideline study, the rationale for this 

will be discussed in the Environmental Fate Information Volume 21. All Tier IT and III data 

requirements are not listed as per the meeting between the EPA and Piedmont Animal Health. 

Part 158.2070. Biochemical Pesticides Product Performance Data Requirements 

Because this is a specialized section, there is only one listing that is pertinent; relevant volume 

numbers are so indicated. 
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rurmA fOVtll.l VIVIO NO. <:UIU-UUOU 

#"'n"'"' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~ft\ 401 M Street, S.W. 
~-~ .. WASHINGTON, D.C. 20460 .,,, ,.,.,.,<~' 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 EPA Reg. NoJFile Symbol 86865-R I Page1 of6 

Applicanfs I Registrant's Name & Address Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTTX"' 

Greensboro, NC 27410 

Ingredient 
Guideline I 
Reference Guideline Study Name MRID Number Submitter Status Note 

i Number 

As listed under 40CFR Part 158.2030 

880.1100 Product identity and composition 47811701 Piedmont Animal Health Also Volume 2 

880.1200 Description of starting materials, production and formulation process 47811701 Piedmont Animal Health Also Volume 2 
• 

880.1400 Discussion of formation of impurities 47811701 Piedmont Animal Health Also Volume 2 

830.1700 Preliminary analysis Piedmont Animal Health Volumes 2, 3 

830.1750 Certified limits Piedmont Animal Health Volumes2, 3 

830.1800 Enforcement analytical method Piedmont Animal Health Volwnes 2, 3 

830.1900 Submittal of samples Not Applicable (NA) 

830.6302 Colur Piedmont Animal Health Volume 2 

830.6303 Phy<>ic.-tl :-tale Piedmont Animal Health Volume 2 
--

830.6304 Odor Piedmont Animal Health Volume 2 

830.6313 Stability to normal a11rt elt>vated temperature, metals & metal ions Piedmont Animal Health Volumes 4, 5 ------
830.6315 : F;ammdhili~ Piedmont Animal Health Volumes 2, 6 --------s;z .--._ f4D 

Name and Title Date 

~t:L_ cz ~2t, - Kathleen G. Palma, Ph.D. u:2 Pzc 2oo? 
-- r~ - .! ./ t -- -----.,:.~ Vice Presid_~tlt ofRes_~::trch & Development ... 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 366



""""'> ........ \ ,., 
\!"j 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Noth::e: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

Date December 3, 2009 

Applh::ant's I Registrant's Name & Address 
Piedmont Animal Health LLC 

204 Muirs Chapel Road, Suite 200 

Greensboro. NC 27410 

Gui"deline 
Reference 
Number 

830.6317 

830.6319 

Gutdellne Study Name 

Storage stability 

Miscfbi"lrty 

830.6320 Corrosion characteristics 

830.7000 I pH 

830.7050 I UVNisible absorption 

830.7100 I Viscosity 

830.7200 I Melting point/melting range 

830.7220 \Boiling point/boiling range 

830.7300 Density/relative density/bulk density 
------

830.7520 Partith siz~. fibe: length, and diameter distribution 

830.7550, 
7560, 7570 

Partition coeffictent (octanol-water) 

DATA MATRIX 

Ingredient 

MRID Number 

EPA Reg. No.lFile Symbol 86865~R 

Product 

RESULTIXTM 

Submitter 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Piedmont Animal Health 

Status 

1Page20f6 

Note 

Volumes2,4, 5, 7, 8 

Volume 2 

Volumes4, 5, 7 

Volume 2 

Volumes 8, 9 

Volume 2 

Volume 2 

Volume 2 

Volume 2 

Volume 2 

Volume 2 

I 830.7840 ~ater solubility; Colt1rrm elt,tion method; shake flask Piedmont Animal Health Volume 2 

830.795G :Vapor press•tre Piedmont Animal Health Volume 2 
------

Stg~atu~ Name and Title Date 

· .-' ' J ,.--!iL _ Ph Kathleen G. Palma, Ph.D. 6 ;1. J)£c 7__ao'J 
r .cL/CfC".J!___ 9'" B ,.-.,.~...__~) ~ D, Vice President of Research & Devel££.._ment ' 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 367
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-""""'"' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
'<A\_ 401 M Street, S.W. 's.'!I!'Z' \ . 

WASHINGTON, D.C. 20460 "·'"'"''';/ 
Paperwork Reduction Act Notice; The pubf1c reporting burden for this collecr1on of informal'lon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send commenls regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Oireclor, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 EPA Reg. NoJFile Symbol 86865·R \ Page3of6 

Applicant's I Registrant's Name & Address Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIX"' 

Greensboro NC 27410 
Ingredient 

Guideline 
Reference Guideline Study Name MRIO Number Submitter Status Noto 
Number 

As listed under 40CFR Part 158.2040 
860.1100 Chemical identity 

860.1200 Directions for Use 

860.1300 Nature of the residue in --plants, livestock 

860.1340 Residue analytical method 

860.1360 Multiresidue method 

860.1400 Magnitude of the residue- potable water, fish, irrigated crops All data requirements are 
860.1460 Food handling NOT APPLICABLE 
860.1480 Meat/milk/poultry/eggs because this EP is not for 

860.1500 Crop field trials food uses. 

860.1520 PrC'ce~sed tood!t~ed 
··-·--

860.1540 An•ic•pa~ec Resi'iues 
------

860.1550 Proposed tolerances 

860.1561) Reason<tble eround~ ;f' Sl'fJ:'Ort of the petition 

860.165J _ t..;uhmi;;;G,G;,alyti~al ref,.~ence standards 

s;&" c- --, () . Name and Title Date 
,·-··7 .,, ~lj ·' {) (}.. 'Dc:c 2o o c7 . d::l:.i...__Cj. cJ-;~,~-A_} 1 ~. D Kathleen G. Palma, Ph.D. 

Vice President of Research & Development 

EPA Form 8570-35 (9-97) Eleclronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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FormA· 'v .... ,.., !d OMB No. 2070.0060 ov ... 

J"'n"""<- UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
;ftl 401 M Street, S.W. 
\~· WASHINGTON, D.C. 20460 '<,,.,,,,"/ 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 EPA Reg. No./FIIe Symbol 86865-R [Page4of6 

Applicant's 1 Reglstranrs Name & Address Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 
Ingredient 

Guideline 
Reference Guideline Study Name MRID Number Submitter Status Note 
Number 

Tier I As listed under 40CFR Part 158.2050 

870.1100 Acute oral toxicity Piedmont Animal Health Volume 10 

870.1200 Acute dermal toxicity Piedmont Animal Health Volumes 10, II, 12 

870.1300 Acute inhalation toxicity Piedmont Animal Health Volume 10 

870.2400 Acute eye irritation Piedmont Animal Health Volumes 10, 13 

870.2500 Acute dermal irritation Piedmont Animal Health Volumes 10, 14 

870.2600 Ski<~ sen<:i"timtinr• Piedmont Animal Health Volumes \0, 15 
----

None Hypersensitivrty Incidents Piedmont Animal Health Volume 10 

870.3050 Repeated dose 28-dav oral toxicity Piedmont Animal Health Volumes 10, 16 

870.31·DO-r:lay oral to'dcity Piedmont Animal Health Volume 10 
-- ---------· 

Slgnat' 

)!_'"=i-L- fl/) 
Name and Title Date 

£Jrr __ Kathleen G. Palma, Ph.D. 0:.2. D.c:c.. ).oo7 
) Vice President of Research & Development -EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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FormA! 
' """ r; 

OUY<'- -···- ••-• - ----d OMB No. 2070-0060 

#"""•-, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(""'" 401 M Street, S.W. 
s.'!ll'Z ' <>,,_,./' WASHINGTON. D.C. 20460 

Paperwork Reduction Act Notice; The public reporting burden for this collection of information is estimated to average 025 hours per response for registration activilles and 025 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of informalion, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date December 3, 2009 EPA Reg. No./File Symbol 86865-R IPage5of6 
Applicant's I Registrant's Name & Address Product 

Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 

Ingredient 
Guideline 
Reference Guideline Study Name MRID Number Submitter Status Note 
Number 

870.3200 21/28-day dermal toxicity Pfedmont Animal Health Volumes 10, 17 

870.3250 90-day dermal toxicity Piedmont Animal Health Volume 10 

870.3465 90-day inhalation toxicity Piedmont Animal Health Volume 10 

870.3700 Prenatal developmental toxicity Piedmont Animal Health Volume 10 

870.4200 Carcinogenicity Piedmont Animal Health Volume 10 

870.5100 Bacterial reverse mutation test Piedmont Animal Health Volume 10 

870.5300 In vitro mammalian cell gene mutation test Piedmont Animal Health Volume 10 

870.5375 In vitro mammalian chromosome aberration test Piedmont Animal Health Volume 10 

Special Testing 

870.7200 Companion animal safety Piedmont Animal Health Volumes 18, 19 
-

870.741::: MctabJ!ism ar,d phar.nacokinetics Piedmont Animal Health Volumes 10, 20 
-----

Signatur£ 4 <::-~ i2 1) Name and Title Date 

/:i/1--:;: cr::. ,,,~0-) IX z~ Kathleen G. Palma, Ph.D. 0 ;;:;_ Dec. ;;;. t)o'l 
Vice President of Research & Development 

EPA Form 8570-35 (9-97) Electronic and Paper vers'1ons available. Subm"il only Paper version. Agency Internal Use Copy 
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F ' "'"' ,.., OUY"- ···- . ·--·- ---·d OMS No. 2070-0060 

-"""'"""'"· 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

.. ft 'to 401 M Street, S.W. 
\~' ..,,,.-<f!" WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, induding lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other 
aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M 
Street, S.W., Washington, DC 20460. Do not send the form to this address. 

DATAMATR1X 

Date December 3, 2009 EPA Reg. No./Ftte Symbol 86865-R 1Page6of6 

Applicant's I Registrant's Name & Address Product 
Piedmont Animal Health LLC 
204 Muirs Chapel Road, Suite 200 RESULTIXTM 

Greensboro NC 27410 

Ingredient 

Guideline 
Reference Guideline Study Name MRID Number Submitter Status Note 

Number 

Tier I As listed under 40CFR Part 158.2060 

850.1010 Aquatic invertebrate acute toxicity, freshwater daphnids Piedmont Animal Health Volume 21 

850.1075 Fish acute toxicity test, freshwater and marine Piedmont Animal Health Volume 21 

850.2100 A vi an acute oral toxicity Piedmont Animal Health Volume21 

850.2200 Avian dietary toxicity Piedmont Animal Health Volume 21 

850.4100 Terrestrial plant toxicity, seedling emergence Piedmont Animal Health Volume 21 ' 

850.4150 Terrestrial plant toxicity, vegetative vigor Piedmont Animal Health Volume21 

880.4350 No"llt~rget i'1Sf'rt testing Piedmont Animal Health Volume 21 
----

As listed under 40CFR Part 158.2070 

810.330') Treatm::mts to Cont:"cl Pe3~s of Humans and Pets Piedmont Animal Health Volumes 18, 19 

s;g"E'-itU-_ cj. f~~J fj, [) 
Name and Title Date 

Kathleen G. Palma, Ph.D. 6?. /)2C. f2_oo'! 
Vice President of Research & Development 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C 20460 

Kathleen G. Palma, Ph.D. 
Regulatory Affairs, Consultant 
Piedmont Animal Health 
204 Muirs Chapel Road, Suite 200 
Greensboro, NC 2741 0 

Dear Dr. Palma: 

JUN 1 7 2009 

Subject: Response to Notes dated June 8, 2009 
Meeting with Piedmont Animal 1-lcalth 

OFFICE OF 
PREVENnON,PESTICIDES A\.10 

TOX 1C SUBSTANCES 

The Agency is in receipt of the meeting notes from the April 30 pre-registration 
meeting vvith Piedmont Animnl Health concerning a new product containing the 
unregistered biochemical, isopropyl myristatc. The foliowlng is the Agency's ofticial 
response to the meeting notes per the action items as listed in your letter: 

I) Piedmont Animal Health Note: 

Piedmont Animal Health received n biochemical classification for this product. 
Consequently the EPA \viii accept a reduced safety data set for registration which would 
only include Tier I safety requireme11ts as outlined in 158.2030, the Biochemic<Il 
pesticides product chemistry data requirements table. Tier If safety requirements will 
probably not required. 

Agencv Response 

There arc no Tiers for product chemistry. All product chemistry data guidclin~s mu.>t be 
satisfied for both the Technical Grade Active Ingredient (TGAI) and the End U:;...- h·Jduct 
(EP). As you stated in your note nbow, please refer to 40 CFR § 158.2030 for 
biochemical pesticides prod11ct chemistry data requirements. 
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2) Piedmont Animal Health Note: 

The tick spray consists of 50% Isopropyl myristatc, the active and 50%  
, the excipient. There is no label or Confidential Certificate of Formulation (CSF). 

The spray could be used on an "as needed" basis. EPA instructed PAH that should be 
cleared as the excipient under 40 CFR § 189.30 and contact PV Shaw or Kerry Grenstad. 
PAH can replace with another excipient or go to the "inerts" branch if necessary. EPA 
acknowledged that the "inerts" branch wotlld be fast since this tick spray is a non-food 
use. 

Aecncy Response 

All pesticide products must bear a label with all of the required labeling language. Please 
refer to 40 CFR § 156-Labeling Requirements for Pesticides and Devices. You must 
have a Confidential Statement of Formula (CSF) fm your product, and it must be 
completely filled out. The CSF EPA fonn 8570,4. Tips for avoiding Confidential 
Statement of Formula or Product Chemistry issues with Biopcsticides can be found via 
the following internet 1 ink: www.epa.gov/pesticides/biopest ieides/regtools/index.htm. 
This aforementioned link is also a good source for all issues related to registering 
biopcsticides. The Agency is in agreement with your understanding that you must have 
your inert ingredients cleared by the "Inerts Assessment Branch". You may contact 
Prakashchandra (PV) Shah at 703.308.1846. For clarification purposes, BPPD cannot 
speak as to the speed of clearance of any inert ingredients. Inert Assessment Branch is in 
a different division. 

3 Piedmont Animall-lealth Note: 

Piedmont Animal Health gave a brief history of the tick spray's development. The tick 
spray has a safe profile in humans because Phase 3 clinical trials with CDERJFDA under 
INAD 66,651 were conducted ·with the same product as a head lice product for humans. 
The clinical studies with the safety profiles will be submitted to support safety with 
humans fOr the tick product. Once the product is sprayed on a tick, death begins Jess than 
4 hours aflcr the tick is sprayed. Some ticks may be moribund b\tt will die within24 
hours. The isopropyl myristate, a fatty acid ester,  

 
 EPA provided PAH with a h<mdout listing the data requirements. EPA 

mentioned some of those requirements. Technical and end-use data requirements should 
be satisfied. All data requirements should be aJdrcssed even if those requirements arc 
not applicable. An explanation as to why the data requirement is not applicab~c :>:D~tld be 
provided. Units should be included with the CSF. All "impurities should be s.;:nt by the 
supplier even if that information is proprietary. As long as reference arc spec'tftc, E:,PA 
can use them. 

Aecncv Reponsc 
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The Agency is in agreement with you note above with the exception that all data 
requirements MUST be addressed, and the references that you have MUST be submitted 
with your application for registration. 

4 Piedmont Animal Health Note: 

Per 86.5, formatted data rcquircmcllts must pass administrative screen for formatting. If 
literature is used in the submission, use infO doc as guidance to use literature references. 
The type of acceptable cited literature would be pcer~rcviewed articles, scientifically 
credible data and a citation from the MRID. 

Agency Response 

The Agency is in agreement with the discussion as outlined above. All data submitted 
must be fonnatted according to PR Notice 86-5. 

5 Piedmont Animal Health Note: 

Since this tick product is considered a B~600 (non-food usc new product) the cost is 
$15,700 however PAI-I may qualitY for a small business \vaiver under PRIA2 (Pesticide 
Registration Act). No studies are waived unless there is no exposure or the product is 
very acidic or basic. Given these criteria, PAH will not be granted a waiver for the tick 
spray. 

Agencv Reponse 

The Agency is in agreement with the discussion that your product is a new active 
ingredient non-food use and would be classified as a B600 under Pesticide Registration 
Improvement Act (PRIA 2). PAI-I stated that the fee would be $15,700. The Agency is 
in agreement with your note that PAH may qualify for a small business \vaiver. The 
Agency is in agreement that no guideline studies arc waived unless there is no exposure. 

6 Piedmont Animal Health Note: 

For the toxicology discussion, exposure should be discussed provided endpoints are 
identified. EPA will do the risk J.sscssmcnt. The pharmacokinetic studies done for the 
development of the human head louse product (Resultz™) can be used to support the tick 
spray product for dogs. The global use ofResultzTM and the post-marketing safety prolile 
can also be used to support the safety of the tick spray. 

Agency ReSQQD_~ 

It is important to note that all Tier I data requirements MUST be addressed indiv;tlPally. 
The safety profile is contingellt upon Biopcsticidc and Pollution Prevention Division's 
review of the dma and the o.cceptability of those data. 
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7) Piedmont Animal Health Note: 

The Environmental Assessment completed for Rcsultz1
M should address the ecological 

requirements. A rationale should be written why a bird study is not required given that 
birds should not come into contact with this product. Fish and aquatic invertebrate 
studies should be addressed because dogs do swim. EPA is concerned for endangered 
species. 

Agency Response 

The Agency is in agreement with the note above. 

8) PRJA Category 

In the efficacy study there should be a 90% reduction in ticks. Given that the tick spray 
is most efficacious when sprayed on dry dogs, the label may need to read "apply to dry 
dog". Ms. Gonzales stated that she would look into the requirement for companion 
animal safety and respond back to PAI-L PAH stated that the safety could be tied into the 
efficacy study with possible physical exams and clinical blood chemistries. There is no 
requirement to submit the efficacy protocol but the typical protocol fmmat should be 
used. The end use product is the only thing to be registered. 

Agency Response 

The Agency is in agreement with the note above. Also you must address companion 
animal st11dy according to 40 CFR § 158.2050. 

Should you have any questions regarding this response to your meeting notes, you may 
contact Leonard Cole directly at 703.305.5412 or via email at coJ~JeonarQ@!;1?a.goy. 
\Ve hope that you find this information helpful. 

Sincerely, 

L. ~.., f .J~~ 
Linda A. Hollis, Chief 
Biochemical Pesticides Branch 
Biopcsticidcs and Poll uti on 
Prevention Division (7511 P) 

375



EPA MEETING MINUTES FOR APRIL 30, 2009 AND EPA 
RESPONSE LETTER 

On April30, 2009, three Piedmont Animal Health representatives met with two EPA 

representatives of the Biochemical Pesticides Branch. The meeting minutes were drafted by 

Piedmont and reviewed by the EPA, which in return responded with a letter. Copies of these 

two documents begin on the next page. 
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6. Source- Active derived from , 

 

7. Piedmont should clear  under ECFR- check 40CFR 189-30 and contact PV Shaw or 

Kerry Grenstad- can replace with other Excipient or go to "inerts" branch 

8. Leonard reports that inert branch is fast, because it's non-food use 

9. Data Requirements- see handout provided by Angela Gonzales 

a. Satisfy technical and end-use date requirement 

b. Address all data requirements -say "why" if N/A 

c. Include units in CSFs 

d. Supplier needs to send all "impurities" even if proprietary 

e. We can use references- be specific 

10. 86-S- Formatted data requirement to pass administrative screen 

u_ Non-food use 

1L Address Tier I only- Tax end use- "six pack" 

13. If literature is used, use info doc- guidance to use literature references 

a. Peer-reviewed 

b. Scientific credible data 

c. Site MRID 

14. There are fees involved now (86) 

15. Tax discussion- provide "exposure" discussion if endpoints identified. EPA will do ri::L 

assessment. 

16. No studies are waived unless 
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a. No exposure 

b. Very acidic or basic 

c. We will not be "granted" waiver 

17. Can use PK studies form Resultz 

18. Talk about global use of RESULTZ™ and safety profile 

19. Eco~requirements- use environmental assessment 

a. Write a rationale to not require a bird study 

b. Address fish and invertebrate studies because dogs do swim 

c. Concern is endangered species 

20. Tier 2 probably not required 

21. Study proposal- makes sure data shows 90% reduction. (efficacy) 

22. Study outline- how to address wet dogs. label may need to say "apply to dry dog". 

23. Companion animal studies- requirement, Angela will look into this and respond to PAH. 

Can we tie into efficacy 

24. Register end~use only 

25. No requirement to submit a protocol- use typical protocol format 

26. 8~600 non food use new product up to 12 months for an answer 

a. $15,700 apply waiver/ under PRIA2- pest~ reg. act 

b. Fill out waiver for small business 
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DRAFT Page 1 of4 

FRONT PANEL 
RESULTIX™ 

End-Use Product 
KiDs Ticks on Dogs and Cats 

ACTIVE INGREDIENT 
Isopropyllv1yristate ....................................................................................................... 50.0% 

OTHER INGREDIENT...................................................................................................... 50.0% 

TOTAL.. .............................................................................................................................. 100.0% 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
See Side/Back Panel for First Aid 

STOP -READ LABEL BEFORE USE 

EPA Reg. No. 86865-R EPA Est. No. 71979-SC-001 

Manufactured :for 
Piedmont Animal Health LLC 
2 04 Muirs Chapel Road, Suite 200 
Greensboro, NC 27410 

NET CONTENTS 
20 mL (0.65 oz.) 
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EPDRAFT Page2 of 4 

SIDE PANEL 
FIRST AID 

Hot Line Number 

Have the p1~oduct container or label with you when calling a poison control center or doctor 
or going for treatment. You may also contact 1-800-222-1222 for emergency medical 

treatment information. 

If on skin: • Take off contaminated clothing . 
o Rinse skin immediately with plenty of water for 15-20 minutes. 

• Call a poison control center or doctor immediately for treatment advice . 

If in eyes: • Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 

• Call a poison control center or doctor inunediately for treatment advice . 

If inhaled: • Move person to fresh air . 

• If person is not breathing, call 911 or an ambulance; then give artificial 
respiration, preferably mouth-to-mouth if possible. 

• Call a poison control center or doctor immediately for treatment advice . 

If swallowed: • Call a poison control center or doctor immediately for treatment advice . 
• Have person sip a glass of water if able to swallow. 
• Do not induce vomiting unless told to do so by a poison control center or doctor. 
• Do not give anything by mouth to an unconscious person. 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION. May cause eye and dermal irritation. Avoid contact with eyes, skin, or clothing. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, 
using tobacco, or using the toilet. Remove contaminated clothing and wash clothing before reuse. 
Wear apPropf.:ate protective equipment, such as protective eyewear, rubber gloves, and long
sleeved shirts. 

ENVIRONMENTAL HAZARDS 

This pesticide is toxic to invertebrates and fish. Do not discharge this product into lakes, f'.tre"'.l1ls, 
ponds, estuaries, oceans, or other waters unless in accordance with the National Pollutant 
Discharge Elimination System (NPDES) permit and the permitting authority has b-een no~f:cd in 
writing prior to discharge. Do not discharge effluent containing this product to ;:;c:wer sy5-tt!ms 
wit:h.out previously notifying the local sewage authority. For guidance, contact your Sta~e V/a~er 
Board or Regional Office of the EPA. 
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EPDRAFT Page 3 of4 

BACK PANEL 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

For the treatment ofticks on dogs and cats. 
• Us·:: when you see a tick or ticks on your dog or cat. 
• Remove cap ;md hold bottle upright, direct nozzle at tick and spray until tick is covered with 

solution (2 sprays). 
• Dispose of dead ticks. 

For external use only. 
Do not use near dog's or eat's eyes. 
Stop and ask a vet if skin irritation or infection is present or develops during use of product. 
Keep ~:way from open flames 
Store at 59° F- 86° F (15° C- 30° C) 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: 
Stor•' in a dry place away from extreme heat and cold (tightly closed at or below +30°C). Keep 
container closed when not in use. Always store pesticide in the original container. Store away 
from food and pet food. 
In case of fire or other emergency, report at once by toll-free telephone to CHEMTREC (800-
424-9300). 

Pesticide Disposal and Container Handling: 
Nonrefillable container. Do not reuse or reflll this container. 
If empty: place in trash or offer for recycling if available. 
If partly filled: call your local solid waste agency for disposal instructions. 
Nev·::r place unused product down any indoor or outdoor drain. 

NOTICE: SeHer warrants that the product conforms to its chemical description and is . 
reasonably fit for the purposes stated on the label when used in accordance with directions 
under normal c:onditions of use. Neither this warranty nor any other warrant:: cf 
merchantability or fitness for a particular purpose, express or implied, extencis to the use oftil~s 
product contrary to label instructions, or under abnormal conditions, or under c.:>n.d.itions not 
reasonably foreseeable to Seller, and Buyer assumes the risk of any such use. 
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EPIDRAFT Page 4 of4 

ANY PANEL (Do not substitute these for required statements) 

Label Claims (one or more in various combinations, located in various places throughout the 
box and bottle/insert labels) 

Breakthrough in tick treatments 

Clinically proven 

Convenient and easy to apply as soon as you see a tick on your pet 

Even kills «super ticks", the ones that have built up resistance to traditional pesticide treatments 

For the Treatment of Ticks on Dogs and Cats 

Free of conventional pesticides 

Guaranteed effective 

Kills 100% of ticks, even Super Ticks 

Kill~; ticks on pets 

No;c";o~mE!'"•~ pesticides 

on pesticid , direct spray formula starts killing ticks in seconds 

Pa"' spray formula softens the waterproof outer waxy layer of the tick's body, resulting in rapid 
dehydration 

Recommended to use on its own or in conjunction with other flea and tick control medications 

Safe for you and your family 

Safe to use on pets 

Simple way to kill 100% ofticks on your pet that's completely non-toxic to animals, odorless and 
pesticide-free 

Tick Killing Solution™ 

Works to reduce human exposure to tick-borne diseases (when used in conjunction with safe tick 
removal practices) 
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Product Reviewer: Russell Jones/DC/USEPAIUS Date of initial draft review 03/26/2009 11:15:56 
AM 
Date reviewed by the Classification Committee 

Active ingredients: Isopropyl Myristate 

Company: Piedmont Animal Health 
27410 

Address: 204 Muirs Chapel Road, Suite 200, Greensboro, NC 

Company contact: Kathleen Palma, Ph.D., Vice Peresident of Research & Development 
Phone: 336-544-0320 x-202 FAX number: 336-544-0322 eMail: kpalma@piedmontpharma.com 

Company Representative: Address: 
Phone: FAX number: eMail: 

Use Patterns: . 

The activity of this product indicates that it is a Insecticide 

Natural Occurrence: Not naturally occurring. It is a fatty acid ester of myristyl alcohol and myristic acid. 
Myristic acid is produced via the saponification and fractionation of animal/vegetable oils and fats; or via 
estertication of isopropyl alcohol and myristic add. Source of myristic acid for this product is  

 

Mode of Actio!): Solubilizes cuticle- leads to dehydration of target insect 

Proposed Use Rates: 

Toxicity survey: Acute oral LD50 >16 mUkg (rat) to >49.7 mUkg (mouse); Acute dermal LD50 > 5 g/kg; 
no subchronic dermal tax; 

Product is widely used in cosmetics, up to 50% cone. Cosmetic Ingredient Review (CIR) Expert Panel 
evaluation in 2002 showed that up to 58% isopropyl myristate was not a human skin irritant & not a 
sensitizer. Minimal skin and eye irritant. Not a carcinogen, but enhanced carcinogenicity of 
benzo(a)pyren'e on human skin. 

In Europe is approved for use as an artificial lalvoring at 5 ppm 

Decision: Not naturally-occurring, but has non-toxic mode of action similar to sucrose octanoate 

Committee Classification: Not a Biochemical but eligible for reduced data set 

Management Approval: 8 Approve 
0 Approve with comment 
0 Needs revision- see comments 

0 Janet L Andersen Director BPPD 
0 Associate Director BPPD 

Comments: Approved by Unda Hollis, Biochemical Pesticides Branch Chief on 03/27/2009 

Review Division: 8 BPPD Candidate for 25(b) exemption: 0 Yes 
0 Registration Division 8 No 
0 Antimicrobial Division 
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21-Day Screen Completed by 
Contractor 

21-Day Expires on I ;;z - 2 cf- 0 '1 

Jacket# ~6g65-~ 
MRID# tf7Cf ~3 

Content Screen: Recommended to 
LPassyFail 

86-5 Review: LP_as;~~Failed/NA 

Transfer This Jacket to: 
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PRIA 2-21 Day Content Screen Review Worksheet 
(EPNOPP Use Only) 

3/23/09 
21 Day Screen Start Date: __ _.__,2.~--3:---:TO'--'i-'-----,-----,;-c-
Experts In-Processing Signature: ('1 F I.J.ttftAtAi c./a;J Date I Z.- 7-tf 7 Fee Paid: Yes y--
Division management contacted on issues No Yes Date 

EPA Reg. Number: ?(, ~ cs- R.. EPA Receipt Date: 1&-~-o'i 
Items for Review Yes No NIA* 

1 
Application Form (EPA Form 8570-1 )Oink to form) signed & complete 

X including package type 

Confidential Statement of Formula all boxes completed, fonn signed, and 'X dated (EPA Form 8570-4) (Link to form) 
2 

a) All inerts (link to http://www.epa.gov/opprd001/ineiis/), yes no 
including fragrances, approved for the proposed uses (see 

)( Footnote A) 

3 
Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 

>( fonn) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent >( 
If applicant is relying on data that are compensable, is the offer yes no 

to pay statement included. (see Footnote B) 

If applicable, is there a letter of Authorization for exclusive use only. 
Formulator's Exemption Statement (EPA Form 8570-27) (Link to fonn) 

4 completed and signed (N/A if source is unregistered or applicant owns the X teclmical) 

Data Matrix (EPA Form 8570-35) (Link to fonn) both internal and external 

X copies (PR 98-5) (Link to PR 98-5) completed and signed (N/ A if I 00% 
repack) 

yes no . ' 
5 

a) Selective Method (Fee category experts use) X ' ' 
' ' 

b) Cite-All (Fee category experts use) .. 
' . 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to htt(;!://www.e(;!a.gov/oeQfeadlllabelinVlrrnl) 

>< 6 (Electronic labels on CD are encouraged and guidance is available)( link to 
http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm#labels 
) 

I 

. 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) ){ 

Notice of Filing (link to 

'< 8 httQ://www.eQa.gov/Qesticides/regulatin!!ltolerance netitions.htm) included 
with petitions (link to 
http://lnvw.epa.gov/pesticides/regulatingltolerances.htru) 

9 
If applicable for conventional applications, reduced risk rationale (link to )( http://w.,vw.epa.gov/opprdOOl/workplan/reducedrisk.html) 

Required Data (link to 
httQ:/lvvww.eQa.gov/nesticides/regulatin'i!/data reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 
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Comments: 

u-" I'! 

j i • w / \(,A(_\.(.(:~\ 
' ~ 

* NIA- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistal<::es on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information. forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 

3 
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site [link to http:/;www.epa.gov/opprdOOl/inerts!lists.html] and 1f the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical eiTors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch@epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www.epa.gov/oppbppdl/biopesticides/contacts bppd.htm]. 

\Vhen a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprdOOl/inerts/tips.pdt] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert Ifthis option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withu .... .v the application (the Agency retains 2_, :lo o! the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

VVhen the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following·options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product~inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the spelling or name ofthe 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the infOnnation and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss hannonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R30l or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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Script for Rejection Phone calls 

Contact Name: Suscu'l YI,.//ip5 
Phone#: ;>or 2 q& - ns<> 
Email: 5ph, /l,ps@jsblrn0 .etv~.__ 

First Call/Initials: Second Call/Initials: 
Date: ~;;_jlo({)l 
Time: 3 ,~~71"-

Date: 
Time: 

, EPA contractor. 

I'm calling regarding your submission in support of 
h-pf.erd--1p, <k'· f?vod--'34.,..- ?"'"'dhx (gl'ffir'>·-·1('""'\ 

u . ) 

We have found the following deficiencies regarding: 
PR Notice 86.5: ~or No 

Volume/St.ic{yTitle: ~d""'5 o, 1~,11 · GL.? "'"st S?"'C, 
'-/C (';::fl_ ?'~,...{- )(...D 

Volume/Study Title: ;:10 ·. 

GLP 

Volume/Study Title: 

Additional volumes continued on back of page: Yes or No 

Application Package@ or No 
f, .•. n ,.r 1 ( I "J\ ··•"-'~] l<.f}-+,h('rhO-,_., -se~c_-hve j\~E'~" J 

'Sh-J.v;; ilYl 'b?l..j..q (lttc4.;.::. •t xL- /,sled 

These deficiencies have been approved by EPA. 
The corrections can be faxed to 703-305-5060/Attn: --------

Second Call/Email: 
If we do not receive the corrections by , we will process 
your submission, accordingly. Please direct all future calls and 
correspondence to the appropriate EPA Risk Manager. 
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Application to Register Resultix- Requested forms and GLP signature pages 
Susan Phillips to: Jennifer Drobish 12ft5t2009 01:00PM 

As per your request last week I have attached signed and dated EPA Forms 8570~34 (new) and 8570-35 
(revised). In addition, the second document contains the GLP page 3 for 4 volumes (6, 16, 17, and 20}. 

I hope these are satisfactory. 

Regards, 
Susan Phillips 

P.S. This is my home email address; I often work at home. 8570·34 & 35 Revised.pdf 4GLP pages. PDF 
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RE: Application to Register Resuttix [J 
Jennifer Drobish to: Susan Phillips 12/14/2009 09:51AM 

Just to inform you, the deadline for this application package is this Friday, 12/18/09. I will be out of the 
office from Wednesday (12/16} until next Monday (12/21 ). If the paperwork is not ready for me tomorrow I 
will forward you the contact information of a coworker that will be taking over for me. 

"Susan Phillips" Thanks. I hope to Qet aU ot'the paperwork to yo ... 

From: 
To: 
Date: 
Subject: 

"Susan Phillips" <SPhil!ips@gsblaw.com> 
Jennifer Drobish/DC/USEPA/US@EPA 
12/14/2009 09:45AM 
RE: Application to Register Resultix 

12/14/2009 09:45:57 AM 

Thanks. I hope to get all of the paperwork to you within a few days. 

Original Message 
From: Drobish.Jennifer®epamail.epa.gov 
[mailto:Drobish.Jennifer®epamail.epa.gov] 
Sent: Monday, December 14, 2009 9:44AM 
To: Susan Phillips 
Subject: RE: Application to Register Resultix 

The wording is acceptable. 

Thank you 
Jennifer Drobish 
EPA Contractor 
703 305 1671 

From: "Susan Phillips" <SPhillips®gsblaw.com:> 

To: Jennifer Drobish/DC/USEPA/US®EPA 

Date: 12/14/2009 09:38AM 

Subject: RE: Application to Register Resultix 

The conduct of each study differs from the requirements of EPA GLP 
because each was done for a FDA submission. Consequently, unless you 
want the lab to go through the EPA GLP requirements point by point and 
compare them with the specific FDA requirements under which they were 
conducted(which could take days), a generalized statement would be 
appropriate, such as what is already stated on these pages. For 
example, this would be the wording for the Flammability study: 396



This study does NOT meet EPA GLP requirements of 40CFR Part 160 and 
differs in the following way: 

This study was conducted in compliance with United States FDA GLP 
regulations under 21CFR Part 58, with exception of Sections 58.31(d) and 
58.105(a) and (b); characterization and stability information was not 
provided to the testing facility. 

For the PK study, which was not a laboratory study, the following would 
be the wording: 

This study does NOT meet EPA GLP requirements of 40CFR Part 160 and 
differs in the following way: 

This clinical study was conducted in accordance with United States FDA 
regulations pertaining to Good Clinical Practice and Clinical Trials, 
including the requirements of 21CFR Part 312.21, Investigational New 
Drug Application (IND) : Phases of an Investigation. 

If this wording is unacceptable, then I request the exact wording that 
would be acceptable. 

-----Original Message-----
From: Drobish.Jennifer®epamail.epa.gov 
[mailto:Drobish.Jennifer®epamail.epa.gov] 
Sent: Friday, December 11, 2009 1:16 PM 
To: Susan Phillips 
Subject: RE: Application to Register Resultix 

Ms Phillips 

Regarding the GLP statement 

If you can cut the original statement and replace it with the statement 
"This study does not meet the requirements of 40 CFR Part 160 
and differs in the following way:" that would be fine. You can write it 
in, but the FDA information should be removed. 

Regarding the study director's signature, you can write in "Study 
Director" under "Principle Investigator" 

Thank you 
Jennifer Drobish 
EPA Contractor 
703-305-1671 

From: "Susan Phillips" <SPhillips®gsblaw.com> 

To: Jennifer Drobish/DC/USEPA/US®EPA 

Cc: <kpalma®piedmontpharma.com> 

Date: 12/10/2009 05:52 PM 
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Subject: RE: Application to Register Resultix 

Response: 
l. I will send you the Respect to Citation of Data appropriately filled 
out and signed and datedi and resubmit the Data Matrix with "own" in the 
"Status" column, also resigned and dated. 

2. None of the documents you listed below were conducted for submission 
to the EPA and consequently were not conducted under 40CFR Part 160, as 
so stated on page 3 of each volume. These were conducted for submission 
to the FDA in support of a NDA under the FDA; which does not have a 
specific GLP/GCP part in 21CFR. Thus do you want the pages with the 
statement "This study does not meet the requirements of 40 CFR Part 160 
and differs in the following way:" above the statements already present? 

Because none of these studies were conducted for submission to the EPA 
as already stated on these pages, can I just hand write in the statement 
above and just resubmit the pages to you or do I have to retype the 
pages, and go back to the study director or principal investigator to 
get their signatures again? They have already acknowledged on these 
pages that the studies were not conducted for the EPA and consequently, 
could not have been done under 40CFR part 160. 

3. The "study director" for the PK study is D. Garg because he is the 
principal investigator as described in the page containing the Synopsis 
(#2) and throughout this study reporti usually for human clinical 
studies the term principal investigator rather than study director is 
used. Thus, for our purposes, "principal investigator" should be 
considered synonymous to "study director". Shall I handwrite below the 
phrase "Principal Investigator" "(Study Director)" to help clarify the 
nomenclature? 

-----Original Message-----
From: Drobish.Jennifer@epamail.epa.gov 
[mailto:Drobish.Jennifer@epamail.epa.gov] 
Sent: Thursday, December 10, 2009 3:45 PM 
To: Susan Phillips 
Subject: Application to Register Resultix 

Ms Phillips 

This is Jennifer Drobish, EPA Contractor. I'm writing in regards to 
your submission in support of the application to register Resultix. We 
have found several deficiencies regarding the application package and PR 
Notice 86.5. 

Application package: 

-the Certification with Respect to Citation of Data (EPA Form 8570-34) 
is missing 
-the status of the studies listed on the Data Matrix (EPA Form 8570-35) 
is not listed. If the status for any of the studies is "own," please be 
sure to check the "selective method" on the Certification 

PR Notice 86.5: 398



The GLP statements for the following studies must state 40 CFR 160 
compliance 
-Volume 6 - Flammability / Flash Point 
-Volume 16 28-Day Oral Toxicity Study in Rats with a 14-Day Recovery 
-Volume 17 - 28-Day Dermal Toxicity Study in Pigs with a 14-Day Recovery 

Volume 20 - Pharmacokinetic, Safety and Tolerance Study of RESULTZ 
Pediculicide Rinse in Pediatric Subjects with Pediculosis Capitis must 
state 40 CFR 160 compliance and is missing the study director's 
signature 

The corrections can be faxed to 703-305-5060/Attn: Jennifer Drobish or 
emailed to me at drobish.jennifer@epa.gov 

Thank you 
Jennifer Drobish 
EPA contractor 
703-305-1671 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 7, 2009 

OPP Decision Number: D-424225 
EPA File Symbol or Registration Number: 86865-R 
Product Name: RESULTIX TM 
EPA Receipt Date: 03-Dec-2009 
EPA Company Number: 86865 
Company Name: PIEDMONT ANIMAL HEALTH 

KATHLEEN G. PALMA, PH.D. 
PIEDMONT ANIMAL HEALTH 
204 MUIRS CHAPEL ROAD, SUITE 200 
GREENSBORO, NC 27410-

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Application and 75% Small Business Waiver Request 

Dear Registrant: 

The Office of Pesticide Programs has received your application, 75% small business 
waiver request, and certification of payment. If you submitted data with this application, the 
results of the PRN-86-5 screen will be communicated separately. During the administrative 
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide 
Registration Service Fee as defined in the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: B600 
NEW AI;NON-FOOD USE;MICROBIALIBIOCHEMICAL; 

Your request for waiver has been forwarded for review. You will be notified in writing when a 
determination is made regarding your request. If your waiver request is approved, the decision 
review time period will start on the date of approval. If your waiver request is denied, you will 
receive an invoice for the outstanding balance. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-8260. 

Sincerely, 

?uuuw. EJi'!Wfi~_ .. 
Front End Processing Staff 
Information Technology & Resources Management Division 
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~egulatory ~ype:-fPro~0 ~egistredk,r1 ~ ~~~[~§'~~: Fee For Service: t.: ~ r· No 

---Ap~li~;~n :Type: fl\!eyv-~e~~-~-,: __ r- -- --- i_] Bilebie: _- (.- Yes r No-

-c~_tDe'~n_Y:_ ~;- _' ~N,:-:A_N_IM~tH~ALTiT~'_.,_:~-~-~-~~-- · _yj -

Risk Meuiag~r:- Jf!iol9gicals & Pollulio~ P-r~~~nl_i~~ Di~i~ion, PM Teem 1H _- ::J 
Pr_oduct't. ,-&i~~~R ~~;~~~~ ~~e: ~~;i'~r;ULC;TIX;;;_ 7',..;;;-7--'----~--------

Me Too 
secti01i3: 

Ap"p!icatio~_f?ate: ]'J3-Dee-2009 

Front_Eij:l Date:- )J'4=Dec-~ 

FFS_ oUi; Defe:--

OPP Target Dete: ~-~~-

Fest Track: r 

--Me-Too 1---~-~----~--
product Name: J - -

OPPRec'vdDMe; )53-Dec-2009 li2fj 
Risk Manager Senel Date:-- 1!211 

Negotiafed Due Date-. ,-----

_ 1 PrH: Letter 

! Erter ~~tore~ ntormtrtion 

VlewiEdll 

hr . .--_- l•''JW-If.tnt ~----
f::,"'f!i"d [).Sj(' i 

14&:.·J:;grf(Ji:;<nl ---
f',•/ ~J"E-ri GBt~- j 
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!Fee for Service! " {863571.-
~----------------------------------- ----

This package includes the following 

~ New Registration 

0 Amendment 

1 ~st~ies? i21 Fee Waiver? 
I 

· volpay % Reduction: __ 
I . 
'----~-------------------------------------------------------------' 

,-------------------------, 

' for Division · 

0 AD 
~BPPD 

0 RD 

Risk Mgr. []I] 
~-------------------------------------------j 

1 ----~-e~~ipt -N~.-------- s-1-863-57_1 ___________ -----

EPA File Symbol/Reg. No. I 86865-R 

, Pin-Punch Date: I 12/3/2009 I 
L ---------------------------------------------- ----------------------------- -------- -· 

r~ This item is NOT subject to FFS action. 
_: j 

.-

1 

--------- A-cttorre-ooc- --c

1 

:PB.renvc-hiid-6ecisi0r15:-~, 

I Requested: I I · 
' Granted: I 8 G 00 I 

Amount Due: $ __ _ 

CD Inert Cleared for Intended Use 

Reviewer: fi,fl,/"' M'"' c"/"_'") . - I 
Remarks: 

i i 
; ;_ _________________________________________ _: 

Uncleared Inert in Product 
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FEE FOR SERVICE 
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Pages 404-411 *Confidential Statement of Formula may be entitled to confidential treatment*
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